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ABSTRACT

“Effectiveness of Mifepristone and Misoprostol V/SMisoprostol alone in

induction of labor: A randomized controlled trial”

Objective: To determine the effectiveness of Mifepristone avioprostol V/S

Misoprostol alone in “induction of labor” and fetsaternal outcome.

Methods: The present hospital based randomized controlddy” conducted on
226 women (113 in Group A and B each). Group A- .Thftifepristone +Tab.

Misoprostol, Group B- Tab. Misoprostol.

Results: Pre induction Bishops score was significantly higimleGroup B compared
to Group A (p<0.05). In 19.5% women from Group AlHatal distress as indication
of LSCS as compared to 11.5% from Group B. 13.3%mem from Group A had
failed induction as indication of LSCS as compae#6.5% from Group B. 59.3% of
the pregnhant women from Group A went into activieol&r as compared to 55.8%
from Group B (p>0.05). 55.8% of the pregnhant worfrem Group A delivered with
normal vaginal delivery as compared to 47.8% froroup B. 44.2% of the pregnant
women from Group A underwent LSCS as mode of dgliwes compared to 52.2%

from Group B (p>0.05).

Conclusion: In this study we found clinically significant imgrement (though not
statistically significant) in Bishops score in gpoé (Tab. Mifepristone with Tab.

Misoprostol) compare with Group B (Tab. Misoprogialinduction of labour.

Key words: Tab. mifepristone and misoprostol VS Tabmisoprostol, induction of

labor
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I ntroduction

INTRODUCTION

Induction of labour (IOL) is the process of initiaj contractions in pregnant
persons who are currently not in labour, to henthrachieve vaginal delivery within
24 to 48 hours. Cervical ripening is one of thehmnds used for labour induction; it is
“the use of pharmacological or other means to spfédface, or dilate the cervix to

increase the likelihood of a vaginal delivery.”

Induction of labor (IOL) is a common obstetric invention that stimulates the
onset of labor using artificial methods.1 Ratesabbr induction have nearly doubled
since 199G. There is substantial variation in 0L rates woridey and this can be
attributed to variability in the guidelines andKkaaf consensus on the clinical practice
guidelines on IOL. Nowadays, in high- income coigstr the proportion of neonates
born following 10OL is estimated to be approximateB6%. In contrast, the

corresponding rates are generally lower in low-aniddle-income countries (LMICY.

One of the most common indications for labour irdburc is prolonged
pregnancy as it is associated with the increasddtoi the fetus, including increased
perinatal mortality rate, low 5-min Apgar scoresysmhaturity syndrome, and
increased risk of death within the first year d&.liSuccessful induction, despite
availability of multiple induction agents and adeas in medical technology and
knowledge can still present as a challenge in tbdem era. While modern medical
advancements have certainly improved our ability induce labor safely and
effectively, the process still remains a compler ananced aspect of obstetric care
that requires careful consideration of various icih ethical, and patient-related

factors.
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Mifepristone is a steroidal compound that has agiticocorticoid and
antiprogesterone properties. It increases uterigdvity and causes cervical
effacement and dilatation for pregnancy terminatidme pharmacokinetics of
mifepristone is characterized by rapid absorptind a long half-life of 25-30 K
Mifepristone now has an established role in tertiogmaof pregnancy during the early

first, and the second trimestets.

Animal studies have suggested that mifepristone milagp have a role in
inducing labor in late pregnancy. Hapangama andsbdigiin Cochrane collaboration
published in 2009 are of the opinion that therénsufficient information available
from clinical trials to support the use of mifepoise to induce labor. Keeping this in
mind, the present study was undertaken to find thet safety and efficacy of
mifepristone for pre-induction cervical ripeningdatabor induction in women with

prolonged pregnancy.

Tablet Mifepristone is also called as RU (Rousseht) - 486. It is 19 — nor
steroid with potent competitive anti-progesterone agignificant anti-glucocorticoid

activity. Mifepristone is used as a pretreatmergrime the cervix adequatef).

Mifepristone produced a modification in the coramsty of the cervix with a
statistical improvement in cervical calibratibrMifepristone causes blockage of
progesterone receptors and inhibits the activitprafgesterone at cellular level with
potent anti progestogenic, anti- glucocorticoid amndeak anti androgenic action and
causes cervical ripening efféctMifepristone has minimal effects on uterine
contractility and increase the sensitivity to paggandins and convert the quiet

pregnant uterus into organ of spontaneous actlvity.
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The role of mifepristone in inducing labor when fie¢us is viable is being
evaluated.10-14 Mifepristone in doses of 200 to #@Phas been shown to improve
cervical ripening and rates of spontaneous labath wo apparent maternal or
neonatal adverse effects. In these studies, ifniiyge with a prostaglandin was
required after cervix priming with mifepristonether misoprostol, a prostaglandin
(PG) E1 analogue, or PGE2 was administered vagind@he anti- glucocorticoid
properties of mifepristone have not been founddabclinical significance in adult
women, even at the dose of 2 g per day 15, andasescof significant neonatal

hypoglycemia have been reported so far.

Various studies conducted on induction of labolivie term pregnancies with
Mifepristone in doses of 200-400 mg has shown tprawe cervical ripening and
rates of induction of labor with no apparent madéiwor fetal side effects. 16-19 Also
some studies have shown that combined Mifepristaith Misoprostol is safe,
efficient and economical and convenient inductigard for initiation of labor, 20 but
the cesarean section rate was significantly lowenduction with Mifepristone alone

but found more with Mifepristone followed by tabMtsoprostol*°

Misoprostol is a synthetic analogue of prostaglandiL, which has gastric
antisecretory and mucosal protective effects. Migsipl also has uterotonic
properties, by contracting smooth muscle fiberth&nmyometrium and relaxation of

the cervix, facilitating cervical openird.

Misoprostol tablets, administered orally and valjjnaare used for the
induction of labour or cervical ripening, but aret rcurrently approved by Health
Canada for this indication. The usual dose is 5@ m@lly or 25 mcg vaginally,

which may be repeated every 4 hours if contractizesabsent or not painfth.
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Prostaglandins are widely used to prepare the onofable cervix for
parturition. However, prostaglandins preparatiomy mmave their own side effects and

sometimes might fail to produce sufficient cerviggening for induction to proceed.

Hence the present study was planned with the obgedd find out the
effectiveness of Mifepristone-Misoprostol over npsastol alone in inducing labor

and if mifepristone proves to be an effective aafit Snducing agent then it can be

used as a safe and effective method for IOL.
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Aims & Objectives

AIMS AND OBJECTIVES

Primary Objective: To determine the effect of Mifepristone and Misagtob V/S

Misoprostol alone in induction of labor.
Secondary Objective:To determine the maternal- perinatal outcomes.

Hypothesis

Primary hypothesis: There may be some difference in the effect of cowution
therapy of Tab. Mifepristone and Misoprostol V/Sskfprostol alone with respect to

induction of labor.

Secondary hypothesisThere may be some difference in the effect of comton
therapy of Tab. Mifepristone and Misoprostol V/Sskfprostol alone with respect to

fetomaternal outcomes.
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Review of literature

REVIEW OF LITERATURE

Induction of labor refers to techniques for stintimig uterine contractions to
accomplish delivery prior to the spontaneous ow$etuch contractions. Clinicians
recommend induction to patients when they beliellewang the pregnancy to

continue is at least as risky for the mother anfé¥ars/newborn as delivers.

Induction of labour (IOL) is the artificial initiedn of uterine contraction by
various means such as medical, surgical or mechlaticachieve vaginal delivery.
Misoprostol, a prostaglandin E1 analogue is usegulaoly for IOL in resource-
limited health centres. It is a common obstetritervention performed when the

continuation of pregnancy is not desiféd.

The IOL rate varies from different parts of the ldoin the United States, the
rate has risen steadily from 9.6-27.1 of all biftom 1990-2018% The rate of
induction in Nepal was reported between 8.9% t&%0by different author&"®
Induction is indicated when benefits outweigh ttegniis more to mother and fetus
than induction itsel?® IOL may sometimes have adverse effects on thetheéithe

mother and fetus if a selection of cases and themitoring is not done properly.
Statement of the problem

As compared with expectant management, inductiolatodr (IOL) might be
associated with better maternal and perinatal omésoas well as adverse outcome
depending on many factors, despite this outcomgetiie most commonly performed

obstetric procedure worldwidé?®
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According to WHO secondary analysis study on unneed for induction of
labor, African rates of induction of labor are Istilery far from the expected,

averaging 4.4% and 60—80.2% unmet need for lalsrciion?°

Although there is no commonly accepted definitioh ‘failed labor
induction.” the current practice acknowledges tha#lowing at least 12—18 of latent
labor before diagnosing a failed induction may mdthe risk of cesarean delivery”,
Options of management following failed inductionlabor include a further attempt
to induce labor after consultation with the patienfperforming a caesarean section,
Ethiopian national guideline for induction recommderCesarean section only after

declared failed inductiori

Although induction of labor is a daily practice @iblic and private health
institutions in Ethiopia, including the study aréaere is a limitation in undertaking a
study on prevalence, outcomes and associated $agtdabor induction. Most of the
studies concentrated on the success or failure ohtlbor induction as a sole

outcome, despite abundant literature on variousoones >
Indications and contraindications for induction of labour
Medical and obstetric indications—

Delivery before the onset of spontaneous labor ndicated when the
maternal/fetal risks associated with continuingghegnancy are thought to be at least
as great as the maternal/fetal/newborn risks assutiwith delivery. The risk of
continuing the pregnancy is influenced primarilythg severity of the maternal/fetal
condition and the risk of delivery is influencednparily by the gestational age (ie,
newborn risks from early birth). The relative riskrely can be determined with

precision. When delivery before the onset of spoedas labor is desired, induction
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of labor and cesarean birth are the only availaijgéons. Induction is generally
preferred when there are no contraindications bmrlaand vaginal birth, given the

increased maternal risks associated with cesaiehn®

Examples of some common conditions where inductign often

medically/obstetrically indicated include, but a limited to, the following:

* Post term pregnancy

» Prelabor rupture of membranes

* Hypertensive disorders — Preeclampsia; eclampsi&LLUR syndrome
(hemolysis, elevated liver enzymes, low plateleg®stational hypertension;
chronic hypertension

* Diabetes

» Fetal growth restriction

* Twins

e Chorioamnionitis

* Placental abruption

» Oligohydramnios

» Intrahepatic cholestasis of pregnancy

* Alloimmunization with fetal anemia

* Fetal demise

Contraindications —

In each of the following settings, there is genecainsensus that the
maternal/fetal risks associated with labor and malgbirth, and therefore induction,
are greater than the risks associated with cesdnieidm) therefore, induction of labor

is contraindicated®
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» Prior classical or other high-risk cesarean incisio

* Prior uterine rupture

» Prior extensive complete transmural uterine inaisio
» Active genital herpes simplex infection

* Placenta previa or vasa previa

* Umbilical cord prolapse or persistent funic preagoh
» Transverse fetal lie

* Invasive cervical cancer

» Category lll fetal heart rate tracing
Risk-reducing induction —

In the past, induction of labor in low-risk patierdt 39 weeks was called
"elective"; however, we and others now advocateeraninology change to risk-
reducing induction (also called "prophylactic inlan" or "induction at 39 weeks"),
given evidence that outcomes are at least as gaaflreot in some cases better than,

expectant managemetit.

Preinduction assessment and patient preparation
Checklist— A thorough evaluation of maternal and fetal isdais important before
undertaking labor induction to make sure the inldcais appropriate and to confirm

the absence of contraindications to labor or vddiinth:

* Review the data used to estimate gestational adedate of delivery, given
that gestational age is a factor that is considareidhing of induction.

» Determine fetal presentation.

» Estimate fetal weight, given the risks associateth \& small or large for

gestational age birth weight.
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» Perform a cervical examination to decide whetheerical ripening agent is
indicated.
* Review the fetal heart rate pattern to confirm tthat use of ripening agents

or oxytocin is not contraindicated.
Patient preparation and laboratory tests—

Patient preparation and laboratory tests are giyeilse same as in patients in
spontaneous labor (which includes a review for festors for problems that may
develop during labor and birth [eg, past historysbbulder dystocia, postpartum

hemorrhage]). In addition to standard preparation,

 The indications for and alternatives to inductioplanned drugs and
procedures including side effects and complicaticarsd the possibility of
cesarean birth should be discussed.

* A ripening process is generally employed prior ¢imaistering oxytocin in
patients with an unfavorable cervix to shorten ttheration of labor.
Procedures to promote cervical ripening, especialyministration of

prostaglandins, may initiate labor and obviatertbed for oxytocin.

Assessing the chance of a successful induction

Clinical assessment— The likelihood that induction will result in vawgl birth

depends on both cervical and noncervical factors.

« A favorable cervix is associated with a shorteration of induction and
higher likelihood of vaginal birth whereas the cerse is true when the cervix
is unfavorable. However, it should be noted thatuafavorable cervix does

not mean that avoiding labor induction and managfegpatient expectantly
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will result in a higher chance of vaginal birth;tipats with unfavorable

cervixes are still at increased risk for cesarearih bwith expectant

management, and the ARRIVE trial demonstrated tti@icesarean birth rate
was lower with induction regardless of cervicatisse’

Noncervical factors associated with a higher chasfceuccessful induction
(as well as with higher chance of vaginal birtheafspontaneous labor)
include:

Multiparity

Ruptured membranes

Lower body mass index (BMI)

Taller height

Lower estimated fetal weight

Absence of comorbidities associated with placentaufficiency (eg,

preeclampsia)

Bishop score—

The Bishop score is the cervical assessment systest commonly used in

clinical practice in the United States. Despitelitsitations, it appears to be as, or

more, predictive of successful induction than fetdronectin or sonographic

measurement of cervical length. Cervical scorirgjeays other than the Bishop score

exist but are rarely used for predicting labor oute (eg, Fields system; Burnett,

Caldor, and Friedman modifications of the Bishogtesn).

The Bishop score is based on the station of theepteng part and four

cervical characteristics: dilation, effacement, sistency, and position. Cervical

dilation is considered to be the most importartheffive scoring elements.
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There is no universally accepted threshold for eorable or unfavorable
score. Higher Bishop scores are associated witllglaeh chance of vaginal birth,
while lower Bishop scores have been associated avithgher chance of cesarean
birth. Using the Bishop scoring system, most obisiahs consider a score6 as
favorable and a score3 as unfavorable; scores of 4 or 5 are in a graezd the
cervix is favorable, oxytocin is administered with@ervical ripening. If the cervix is

unfavorable, cervical ripening is recommended.

Of note, a simplified Bishop scoring system appéarse as predictive as the
original system. In a cohort of over 5400 nulliga@andergoing labor induction at
term, only dilation, station, and effacement, whiepresent three of the original five
characteristics comprising the Bishop score, wegnificantly associated with
vaginal birth. For predicting successful labor iatlon (defined as achieving vaginal
birth), a simplified Bishop score using these thceenponents had similar or better
positive predictive value (87.7 versus 87.0 perncamtgative predictive value (31.3
versus 29.8 percent), positive likelihood ratio 3(2versus 2.2), and correct
classification rate (51.0 versus 47.3 percent) amangb with the conventional Bishop

score®
Non-prognostic factors

* The time of day when induction is started doesapgear to be an important

independent factor in success.

« Early administration of neuraxial analgesia doe$ aopear to lower the

chance of vaginal birth*
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Table 1: Bishop scoring systerit

0 1 2 3
Dilation, cm Closed 1to2 3to4 >5t06
Effacement, % 0to 30 40 to 50 60to 70 =80
Station* -3 -2 -1,0 +1, +2
Cervical consistency | Firm Medium Soft
Position of the cervix = Posterior  Midposition = Anterior

Methods for induction of labour

Induction of labour (IOL) involves artificially stiulating the onset of labour

through chemical and/or mechanical methods, with aim of achieving a vaginal

delivery, prior to the onset of spontaneous lab¥ur.

Approximately 33.0% of deliveries in the United gdom (UK) in 2019-20

were induced, whereas data from the Centres foed3s Control and
Prevention demonstrated that 29.4% of deliveriehénUnited States (US) in
2019 were induced. These figures have increasedtiogdast decade where in
the UK, only one in five women had I0L in 2009-1D.

Induction of labour is offered when continuing wittie pregnancy confers
more risks to the mother and/or the foetus thaiveigl. There are various
clinical indications which support IOL including teanal diabetes,

preeclampsia and hypertension, as well as foetalttyrrestriction, to name a
few.

One of the key indications for IOL is to prevenblpnged pregnancy which

has been shown to be associated with increasedapsrimorbidity and

mortality.3*
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Data from the Cochrane Database suggest IOL ategora 37 weeks’
gestation in ‘low-risk’ pregnancies associates watlreduction in perinatal
deaths, stillbirths, and neonatal intensive camissions>*

Additionally, there is a modest reduction in caeaar section rates in the
induction of labour group compared to expectant agament, with no
evidence of differences in the rate of instrumedediveries®*

The National Institute for Health and Care ExcealeefNICE) in the UK as
well as the Society of Obstetricians and Gynaedsis@f Canada suggest that
women with ‘uncomplicated pregnancies should uguadl offered induction
of labour between 41 +0 and 42 +0 weeks'.

Regular antenatal assessments with twice-a-weekioimrfluid volume
measurements and ‘nonstress test’ with cardiot@giyr should be offered to
women who choose to delay inductidh.

The American College of Obstetrics and Gynaecol@gyOG), on the other
hand, have suggested IOL may be considered at 41042 +0 weeks’
gestation and should be recommended beyond 42 eRsivgestatior™”*

Given the global increase in obese pregnant woihéngcrucial to have clear
guidance on IOL in this group of women. Howevegréhremains a lack of
consensus in optimum gestation for IOL and choitenduction agents.
Nevertheless, this chapter aims to collate thelavai information to aid in

decision-making with respect to induction of labouobese womeri?
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Indications of induction of labour

1. Postdates pregnancl

» Denison et al. have demonstrated that maternalitgbesassociated with a
reduced likelihood of spontaneous onset of labadrgreater risk of postdates
pregnancies.

* Maternal obesity during pregnancy is also assatiaftiéh an increased risk of
complications including maternal diabetes and pgesepsia, which may in
themselves warrant earlier delivery.

« This is reflected in an increased risk of inductioihlabour among obese
pregnancies (odds ratio 1.70, 99% confidence iateln64—1.76).

* In general, IOL among obese pregnant women withopged pregnancy is
considered safe with no difference in Apgar scares cord blood pH between
obese and lean pregnancies.

* However, it has also been reported that the likelth of vaginal delivery
following IOL in obese pregnant women is reducecewlcompared to those
with normal body weight (rate of unassisted vagugivery in obese vs lean
pregnancies, 55.0% vs 57.9%).

» Obese pregnancies are associated with an increasledof delivery by
caesarean section (rate of caesarean section mjelive obese vs lean
pregnancies, 28.5% vs 18.9%, P <.001) and prolosgednd stage of labour.

* Interestingly, when compared to IOL, elective caeasa sections in obese
pregnant women have not been shown to improve maltemnd neonatal
outcomes, further supporting IOL as a safe andoredde intervention for

obese pregnancies.
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2. Diabetes, including gestational diabetes and pegisting diabetes*

Both gestational diabetes mellitus (GDM) and prstxy diabetes is more
common among obese pregnant women, and associdtedmincreased risk
of maternal and foetal morbidity and mortalit}/.

Delivery between before 39 +0 weeks’ gestationeisommended in women
with preexisting type 1 or 2 diabetes, whereasdhwish uncomplicated GDM
should be offered delivery before 40 +0 weeks’ ajish.

Both NICE and ACOG have suggested that the modaeb¥ery should be

determined by maternal diabetic control and foetl-being.

3. Hypertensive disorders of pregnancy, including eclampsia*

Maternal obesity is associated with a higher incode of preexisting
hypertensive disorders, pregnancy-induced hypadersd preeclampsia.
Early delivery is commonly indicated in cases wh#rere is evidence of
maternal and/or foetal deterioration.

Further, results from the HYPITAT trial indicatedat induction of labour in
women with pregnancy-induced hypertension and mitdeclampsia was
associated with a lower composite risk for pooremadl outcome secondary
to progression of the disease.

While this study did not perform a subgroup analy&ir obese pregnant
women, there is evidence suggesting that obeseng@gnégwomen with
preeclampsia are less likely to progress to a \&gielivery following IOL.

The decision with regards to mode of delivery ins thohort of patients

therefore requires a personalised and multidis@pyi approach.
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4. Foetal macrosomid*

While maternal obesity, with or without concurretiébetes, associates with
an increased risk of foetal macrosomia and shoulgstocia.

However, prediction of large-for-gestational agefa@tal macrosomia during
the antenatal period remains challenging due tocumacies with symphyseal-
fundal height measurements in obese pregnant women.

Ultrasound assessment of estimated foetal weighihglthe third trimester is

also subject to a degree of variability and inceglamaternal adiposity can
impact on the quality of the images — thus resgltim inaccurate

measurements.

A Cochrane review on induction of labour in pregriasa with suspected
foetal macrosomia did not demonstrate a clear @blOL at or near term in

reducing the risk of brachial plexus injuries.

Therefore, in the absence of other risk factorsl. §Or suspected foetal

macrosomia in obese pregnancies should be condidétte caution.

5. Elective induction of labour*

The risk of stillbirth is greater in pregnanciefeated by maternal obesity and
there appears to be a linear relationship betwask of stillbirth and
advancing gestation in obese pregnancies.

Crucially, there is evidence that elective IOL ibbese pregnancies may
improve neonatal outcomes without increasing matemorbidity.

Indeed, the Royal College of Obstetricians and @&gobogists (RCOG) has
recommended that while maternal obesity in itsgelinot an indication for

elective IOL, it should still be considered andcdissed on an individual basis.
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Counselling for induction of labour

1. Gestation at the time of IOL

* In the absence of maternal and/or foetal compbeoati consider offering
elective IOL at term.

» Pregnancies complicated by diabetes

2. Assessment prior to I0OL

» Confirm gestation and presence of any risk factegy. diabetes or
hypertensive disorders of pregnancy) which mayuerice timing of IOL.

» Consider referral to Anaesthetic team — the RCOsdmenends that women
with BMI >40 kg/m 2 should be referred to the anaesthetio tka early
discussion of options for analgesia and to assesk pdan for potential
challenges with regional and general anaesthesia.

» Foetal lie and presentation — this may be chalfengiith increased maternal
adiposity and therefore confirmation of presentatiath ultrasound may be
indicated.

» Cervical assessment — the Bishop scoring systeransnonly used to assess

the cervix and may influence the choice of induttgent. (table 1)

3. Previous caesarean section

* Individualised care, taking into consideration s@yeof obesity, parity and
previous history of vaginal deliveries, cervicalsessment and maternal
preference.

* Increased risk of unsuccessful trial of labour bege pregnant women with

previous caesarean section
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Risk of unsuccessful trial of labour in morbidlyeste (i.e. BMI>40 kg/m 2)
versus those with normal BMI — 39.3% versus 15.2%.

Successful trial of labour in obese (i.e. BM30 kg/m 2) versus those with
normal BMI — 54.6% versus 70.5%.

Risk of uterine scar dehiscence or rupture is aed with maternal obesity
(2.1% in morbidly obese pregnancies).

Risk of neonatal injuries, including brachial plexinjuries, fractures, and
lacerations (fivefold increase in risk, 1.1% in inidly obese pregnancies

versus 0.2% in normal weight pregnancies).

4. Foetal monitoring

Continuous electronic foetal monitoring should berfprmed following

administration of IOL measures. Once there is cordtion of foetal well-

being with a normal cardiotocogram, intermittens@uitation is reasonable
unless there are indications for continuous eleatrtoetal monitoring.

Once active labour is established, continuous meitt foetal monitoring

should be offered.

Palpation of uterine activity and accurate recaydof foetal heart using
transabdominal probes may be challenging with eed maternal adiposity.
Women should be counselled about the possible rfieed foetal scalp

electrode to monitor foetal heart rate.

5. Home versus inpatient 10L

Evidence is inconclusive although there is evideswggesting that there is no
difference in maternal and foetal morbidity and tality in home versus

inpatient I0OL.
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* Outpatient IOL may associate with shorter duratainhospital stay and
reduced caesarean section rates. However furthueliest are required to
confirm the validity of these findings, especiallly pregnancies complicated

by maternal obesity.

Methods of induction of labour

1. All women should be offered a vaginal examinatio with membrane sweep

where possible.

2. Pharmacological methods for cervical ripening:

* Prostaglandin E 2

o Available in vaginal preparation as a controllekbase pessary, gel or tablet.

o0 Controlled-release pessary: 1 dose over 24 howgitnum).

0 Gel or tablet: usually divided into multiple dosgisen at 6-hour intervals.
NICE guidance recommends maximum of 2 doses.

o0 Risk of tachysystole or hyperstimulation.

* Prostaglandin E 1

o Not recommended for IOL under NICE guidance, unles&s for the use of
induction of labour following stillbirth or in theontext of a clinical trial.

0 Misoprostol can be used in IOL in viable pregnasaieder the SOGC and
ACOG guidance and is recognised to have a rapidtaisaction. It carries a
risk of tachysystole and therefore is not recommeénf@r use in an outpatient
setting or in women with a previous Caesarean aedatue to risk of uterine
rupture.

o In Europe, the use of vaginal misoprostol for IOBsaapproved in 2013 and

Varlas et al. demonstrated that MVI-Misodel is dfeaive pharmacological
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IOL agent in high risk (including postdates pregmnanhypertension and
diabetes) obese pregnant women with no evidenchffefence in Caesarean
section rates, as well as maternal and neonatebmes.

» Consider adjusting prostaglandin (and oxytocin)edas maternal obesity has

been shown to require high doses of induction agent

3. Mechanical methods:

» Transcervical double-balloon or Foley catheters

o NICE does not recommend routine use of catheter$(fb. However, there
appears to be a renewed interest in this IOL metpadicularly in women
who have had a previous caesarean section, agdt mat directly stimulate
uterine contractions, and thus should in theoryehaveduced risk of uterine
rupture. It may also be a favoured option for otigwa IOL due to lower risk
of uterine hyperstimulation.

0 The PROBAAT and PROBAAT-II randomised controlle@ithas shown that
IOL in an unfavourable cervix with pharmacologicaéthods (prostaglandin,
PROBAAT and misoprostol, PROBAAT-Il) was not supertio the use of
Foley catheter. Additionally, the use of Foley ed#ins may associate with a
lower risk of maternal morbidity.

o There is evidence supporting the use of intrauteralevices such as
transcervical catheters in conjunction with orasoprostol in obese pregnant
women. Kehl et al. have shown that sequential Udséh® double-balloon
catheter followed by oral misoprostol associatethvkigher rates of vaginal
deliveries when compared to oral Misoprostol alddewever, this is a small
study with only 400 participants and further stsdare required to explore

neonatal outcomes and patient experience frommibitod.
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4. Amniotomy:

* NICE guidance does not recommend the use of ammiptas the primary
method for IOL, unless there are contraindicatimngharmacological agents.

* Reserved for women with favourable cervix.

» Consider use of oxytocin following amniotomy. Thésea lack of consensus
about the interval between amniotomy and commengemithe oxytocin
infusion, although the SOGC suggests ‘early’ useorytocin following

amniotomy.

Pharmacologic Methods of Cervical Ripening

Prostaglandins

Administration of PGs results in the dissolutionamilagen bundles and an
increase in the submucosal water content of theixerhese changes in cervical
connective tissue at term are similar to those miesein early labor. PGs are
endogenous compounds found in the myometrium, dacidnd fetal membranes
during pregnancy. The chemical precursor is aractitdacid. PG formulations have
been used since they were first synthesized inldberatory in 1968, and PG
analogues were originally given intravenously analp. Later, local administration
of PGs in the vagina or the endocervix became diuéerof choice because of fewer
side effects. Side effects of all PG formulationsl #aoutes may include fever, chills,

vomiting, and diarrhoea.

The efficacy of locally applied PGs (vaginal orradervical) for cervical
ripening and labor induction has been demonstratedystematic reviews that

included more than 10,000 women.
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The various administration vehicles for PG (tablgt), and timed-release
pessary) appear to be equally efficacious in admgea vaginal delivery, although
differences in time to delivery have been notede Dptimal route, frequency, and
dose of PGs of all types and formulations for aeliripening and labor induction
have not been determined. Also, PG formulationarof kind should be avoided as
third-trimester cervical ripening agents in womeithva prior uterine scar, such as a
prior cesarean delivery or myomectomy, because thes has been associated with
an increased risk of uterine rupture. 158 Uterirtivlly and fetal heart rate
monitoring are indicated for 0.5 to 2 hours aftdmanistration of PGs for cervical
ripening and should be maintained as long as regukxine activity is present. 1
Regular uterine activity is often not clearly defih However, if the patient is having
painful contractions more than two times in 10 né@s,l caution should be used when

additional doses of PG are being considered.

Prostaglandin E 2

Multiple trials have evaluated the effectivenessnifavaginal PG. 56575960
Rayburn summarized 59 clinical trials comprisingl33women in which either
intracervical or intravaginal prostaglandin E 2 @@, dinoprostone) was used for
cervical ripening before induction of labor. He clhuded that local administration of
PGE 2 is effective in enhancing cervical effacementl dilation, shortening the
induction-to-delivery interval, reducing oxytocirse) and lowering the chance of
cesarean delivery for failure to progress when canegh to oxytocin alone. These
findings were confirmed in a meta-analysis of 4dldrperformed worldwide using
various PG compounds and dosing regimens. Becaasédifference in clinical

outcomes are apparent when comparing intravagimalinbacervical PGE 2
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preparations, vaginal administration has been rec@nded given its greater ease of

administration and patient satisfaction.

Currently two PGE 2 preparations have been appriayethe US Food and
Drug Administration (FDA) for cervical ripening. Prepidil contains 0.Bg
dinoprostone per 3-g syringe (2.5-mL gel), anddsmistered intracervically. The
dose can be repeated in 6 to 12 hours if cervibahge is inadequate and uterine
activity is minimal following the first dose. Oxytim should not be initiated until at
least 6 hours after the last dose because of ttemfim for uterine tachysystole with
concurrent oxytocin and PG administration. Cervislih vaginal insert that contains
10mg of dinoprostone in a timed-release formulatibine vaginal insert administers
the medication at 0:8g/h and may be left in place for up to 12 houtse ihsert may
be removed with the onset of active labor, ruptofrehe membranes, or with the
development of uterine tachysystole. Per the mawifer's instructions, oxytocin
may be initiated 30 to 60 minutes after removalhs insert. However, these two
preparations are relatively expensive and requefagerated storage because they

become unstable at room temperature.

Prostaglandin E 1

Misoprostol is a synthetic PGE 1 analogue availedde100- and 200-ug
tablets. The current FDA-approved use of misoptostofor the treatment and
prevention of peptic ulcer disease related to theric use of nonsteroidal anti-
inflammatory drugs (NSAIDs). Additionally, the FDi#as approved the relabelling of
misoprostol, making its use appropriate for cenviggening and for the induction of

labor during pregnancy.
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Administration of misoprostol for preinduction cexal ripening is considered
a safe and effective use by ACOG. Misoprostol expensive and is stable at room
temperature; it can be administered orally or placaginally with few systemic side

effects. Although not scored, the tablets can biled to provide 25- or 50-ug doses.

Pharmacology of Misoprostol:

Misoprostol (15-deoxy-16-hydroxy-16-methyl PGE1l) ia synthetic
prostaglandin E1 analogue. It was developed for grevention and treatment of
peptic ulcers because of its gastric acid antietecy properties and its various

mucosal protective properties.

Structure and chemical properties:

MO
Misoprostol PGE,

Figure 1 The structure of misoprostol and naturaly occurring prostaglandin

(PGE1).

Fig.1 shows the structures of misoprostol and ®@adlyur occurring
prostaglandin E1. The naturally occurring prostadia E series was discovered to
inhibit gastric acid secretion in 1967 by Robertakl® However, they have three
drawbacks which limited their clinical uses. Thedmwbacks were: 1) rapid
metabolism resulting in a lack of oral activity aadshort duration of action when
given parenterally 2) numerous side effects andh@mical instability leading to a

short shelf life.
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Misoprostol differs structurally from prostaglandih by the presence of a
methyl ester at C-1, a methyl group at C-16 angldadxyl group at C-16 rather than
C-15. The methyl ester at C-1 increases the aotesay potency and duration of
action of misoprostol, whilst the movement of thy@toxyl group from C-15 to C-16
and the addition of a methyl group at C-16 improeeal activity, increases the

duration of action, and improves the safety pradii¢he drug.

Pharmacokinetics of various routes of administratio of Misoprostol:

Misoprostol tablets were developed to be used yordlther routes of
administration, however, including vaginal, subliagy buccal and rectal, have also
been used extensively in obstetric and gynaecabgipplications. Over the past
decade there have been a number of studies loakitige pharmacokinetic profile of
various routes of administration of misoprostolr@pharmacokinetic properties, the
peak concentration, time to peak concentration #rel area under the serum
concentration versus time curve were studiédThe time to peak concentration (T
max) represents how rapidly the drug can be abdorthe peak concentration (C
max) reflects how well the drug is being absorbddlevthe area under the serum
concentration versus time curve (AUC, equivalerbitmvailability) denotes the total

exposure to the drug.
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Figure 2: Mean plasma concentrations of misoprostol acid twee (arrow bars=1
SD). [Tang. Pharmacokinetics of different routesadininistration of misoprostol.

Hum Reprod 2002. Reproduced by permission of Oxtémiversity Press].

Oral Route- Early studies concentrated on pharmacokinetic ptigse after oral
administration. After oral administration, misopias is rapidly and almost
completely absorbed from the gastrointestinal tr&twever, the drug undergoes
extensive and rapid first-pass metabolism (de-istion) to form misoprostol acid.
Following a single dose of 40@g oral misoprostol, the plasma misoprostol level
increases rapidly and peaks at about 30 minutgs2)fi declines rapidly by 120

minutes and remains low thereaftéf®

Vaginal Route- It was found in clinical studies that vaginal adrsiration was more

effective than oral route in medical abortf3rf> Zeiman et al performed the first
pharmacokinetic study comparing oral and vaginaltes of administratiofi In

contrast to the oral route, the plasma concentrdtioreases gradually after vaginal
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administration, reaching its maximum level after-8 minutes before slowly
declining with detectable drug levels still presafier 6 hours. Although, the peak
concentration after oral route is higher than fagimal route of administration, the
‘area under the curve’ is higher when given vadynalhe greater bioavailability of
vaginal misoprostol may help to explain why it isna effective in medical abortion.
It has been shown that the coefficient of variatioh the AUC after vaginal
administration is greater than that after oral adstiation. This means that the
vaginal absorption of misoprostol is inconsistdnt.clinical practice, remnants of
tablets sometimes seen many hours after vaginalngtration, indicating that the
absorption is variable and incomplete. This maydbe to the variation between
women in the amount and PH of the vaginal dischavgeiation in the amount of
bleeding during medical abortion may also affea #ibsorption of misoprostol
through the vaginal mucosa. Numerous attempts leeen made to improve the
absorption of vaginal misoprostol. The additiowatter to the misoprostol tablets is a
common practice. However, this has been shownaimhprove the bioavailability of

vaginal misoprostof®

Sublingual Route: Recently, sublingual administration of misoprost@s been

studied for medical abortion and cervical primifithe misoprostol tablet is very
soluble and can be dissolved in 20 minutes whenptut under the tongue. From the
study, it is found that sublingual misoprostol hdee shortest time to peak
concentration, the highest peak concentration &edgreatest bioavailability when

compared to other rout&¥fig.2]

The peak concentration is achieved about 30 miraftes sublingual and oral
routes, whereas following vaginal route, it také®ut 75 minute&® Therefore, it

appears that the sublingual and oral routes havegultkest onset of action. After 400
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ug of misoprostol, a sublingual dose achieves adrigieak concentration than that of
oral and vaginal routes. This is due to rapid gisam through the sublingual mucosa
as well as the avoidance of the first-pass metsimolia the liver. The abundant blood
supply under the tongue and the relatively neu?tdlin the buccal cavity may be

contributing factors.

Buccal Route: The drug is placed between the teeth and the cleglkallowed to be
absorbed through the buccal mucosa. After buccalirastration, the Tmax is 75
minutes which is similar to that for vaginal admsination, but the AUC of buccal
administration is just half that of the vaginal adistration. In another study
comparing buccal to sublingual administration h#&so ashown that the AUC of

sublingual misoprostol is 4 times that of buccahadstration?

Rectal Route: This route has been recently studied for the mamagt of PPH and
less commonly for other applications. The shap#efabsorption curve after rectal
administration is similar to that of vaginal adnstnation but its AUC is only 1/3 that

of vaginal administration. The mean Tmax afterabmute is 45-60 minute's.

By conclusion of above all the pharmacokineticsligts, the sublingual route
has the shortest Tmax, which is useful for clineyaplications that require a fast onset
of clinical action, such as PPH or cervical primingaginal route has high
bioavailability and sustained serum level, is usifuindications that require a longer
time for its action like medical abortion. The alpgmn kinetics also explain why
some routes are associated with a higher incidehside effects. Sublingual route
which gives the highest Cmax, is associated witthést incidence of side effects

when compared to other routes.
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Misoprostol is a safe and well tolerated drug. Elineical toxicological studies
indicate a safety margin of at least 500-1000-fwtiveen lethal doses in animals and
therapeutic doses in humalsNo clinically significant adverse haematological,
endocrine, biochemical, immunological, respiratorgphthalmic, platelet or
cardiovascular effects have been found with misstpto Diarrhoea is the major
adverse reaction that has been reported consist&ithl misoprostol, but it is usually
mild and self-limiting. Nausea and vomiting mayaateccur and will resolve in 2 to 6
hours. Fever and chills have also been reportecaeEmmdommon following high doses
in the third trimester or immediate postpartum @eriThe typical situation in which

this is seen is when misoprostol is used for tleegmtion or treatment of PP

Some women found an unpleasant taste when it isntakblingually or
buccally. A sense of numbness over the mouth amattnas also been reported when

it is taken sublingually.

The toxic dose of misoprostol is unknown, but i§ lieen considered to be a
very safe drug. However, a recent case report dexstified a woman who died of

multi-organ failure following an overdose of misogtol (60 tablets over 2 day$).

Although, oxytocin is the drug of choice for PPHeyention and treatment,
AMTSL with use of conventional oxytocic agents igt rpractical in low resource
settings like in developing countries because efrtbed for proper storage, protection
from light, need for refrigeration, parenteral adisiration by skilled personnel and
high cost. Sublingual misoprostol because of itst &fectiveness, thermostability,
easy administration, long shelf life without spéarage conditions is a promising

drug in AMTSL implementatior’
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Pharmacology of Mifepristone

Mifepristone is a synthetic steroid. It is a medima most commonly used for
medically induced abortions. Mifepristone can a®oused in the management and
treatment of Cushing's syndrome and uterine leionmag At low doses, mifepristone
blocks progesterone by competitively binding itsanellular receptor. At high doses,
mifepristone blocks cortisol at the glucocorticoidceptor, thus simultaneously
increasing the amount of circulating cortisol, whicontrols hyperglycemia in
patients with Cushing syndrome. The significanteade reactions to mifepristone
include bacterial infections and prolonged, heawnstrual bleeding. Mifepristone is
contraindicated in patients with: an ectopic premya hypersensitivity to
prostaglandins, undiagnosed renal masses, contuit¢D use, hemorrhagic
disorders, and severe anemia. This activity wighlight the mechanism of action,
adverse event profile, and other key factors (edpsing, pharmacodynamics,
pharmacokinetics, monitoring, and relevant inteosmst of mifepristone) that pertain

to the healthcare team when treating patients mitapristone>*
Indications

Mifepristone has two main FDA-approved indicatiomfese are pregnancy
termination combined with misoprostol through tereeks gestation and the
management and treatment of hyperglycemia in patiexhibiting signs of Cushing
syndrome. In addition to the above indications,emiistone has shown efficacy with
off-label uses when it comes to postcoital emergegontraception, cervical

maturation, and adjunct therapy for uterine leiomgs.>
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Mechanism of Action

Mifepristone works by being an antagonist of glumticoid and progesterone
receptors. At low doses, mifepristone works by bem selective antagonist of
progesterone. It does so by binding to the intlalzel progesterone receptor. At high
doses, mifepristone blocks cortisol at the gluctcoid receptor. This action causes
an effect on the hypothalamic-pituitary-adrenal saxieading to an increase in
circulating cortisol, thus controlling hyperglycearin some patients. Mifepristone has
a higher affinity for the glucocorticoid Il receptthan it does for the glucocorticoid |

receptor.

In the instance of pregnancy termination, mifepnst works by interrupting
progesterone. Progesterone is the primary hormompeeparing the endometrium for
implantation as well as sensitizing the body to #ffects of prostaglandins by
increasing their synthesis and decreasing theiralbodism. The increase in
prostaglandins results in menstrual bleeding, gison of the endometrium, and then

termination>!

Administration

In general, mifepristone is available as an orhletain 200 mg and 300 mg

preparations.

For all the indications listed above, the administn of mifepristone is via
oral out. For pregnancy termination, mifepristoresidg should be a single dose of
200 mg. For the management and treatment of hyummngiia in patients with
Cushing syndrome, an initial dose of 300 mg shaeldjiven orally once daily with a
meal. That dose may be increased by 300 mg everfdw week up to a maximum

dose of 1200 mg per day. For emergent postcoitairaception, 600 mg should be
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given orally in a single dose within seventy-twaih®of intercourse. In the treatment
of uterine leiomyomas, 25 to 50 mg once daily grain help reduce the size of the

fibroids.

In patients with hepatic impairment, additional @uistration instructions are
necessary for managing hyperglycemia with mifeprist For these patients, the
dosing should not exceed 600 mg orally per daypdtients with renal impairment
with creatinine clearance of under ninety milliigeper minute, the dose should not

exceed 600 mg orally per day.
Adverse Effects

Severe reactions include fetal death, anaphylaetctions, toxic epidermal

necrolysis, angioedema, and teratogenesis.

Moderate reactions may present as hypokalemia, plpenal edema,
hypertension, dyspnea, constipation, hypoglycemiaginal bleeding, uterine
contractions, stomatitis, hot flashes, endometnaderplasia, anemia, adrenocortical

insufficiency, palpations, and hypotension.

Mild reactions that may occur include nausea, abdalmpain, fever,
vomiting, fatigue, headache, diarrhoea, dizzinesausitis, pharyngitis, GERD,
malaise, insomnia, maculopapular rash, pruritislvipepain, chills, menstrual

irregularity, emotional lability, and syncope.
Contraindications

When using mifepristone to terminate a pregnancgamiception, caution is
necessary to test out the patient populations wathtraindications to mifepristone.

Patients who have had a hypersensitivity reactoomifepristone in the past or to
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prostaglandin therapy should not have mifepristaherapy. Hypersensitivity

reactions include symptoms of anaphylaxis, angioedeash, hives, and pruritis.

The use of mifepristone in Cushing syndrome padientcontraindicated in
patients taking simvastatin, lovastatin, and CYP84bstrates (i.e., cyclosporine,
dihydroergotamine, ergotamine, fentanyl, sirolimasd tacrolimus). Additionally,
mifepristone is contraindicated in pregnant pasientor the control of
hyperglycemia. If the patient has a history of laimed vaginal bleeding,
endometrial cancer, or endometrial hyperplasia sigins of atypia, they should not
receive mifepristone. Physicians need to be walctifiu symptoms of abdominal
pain, infection, sepsis, and vaginal bleeding adtarting this medication. If these

symptoms develop, the clinician should stop mifgprie immediately’*
Monitoring

After administering mifepristone, several adverseactions require
monitoring, one of which being severe bacteriaéations post medical abortion or
post dilatation and curettage procedure where fieeall mifepristone was indicated.
There is no causal relationship between the drdgdaweloping an infection, but they
can occur. Before prescribing mifepristone, thagmaitshould understand the risks,
signs to look for, and a plan of action in the @éviey need to seek help. Signs to
look out for include sustained fever, severe abdairpain, heavy bleeding: syncope,
or general malaise lasting more than 24 hours aéiking the medication. If a
bacterial infection occurs, there is a high posgjbihat Clostridium sordellii, which

can present atypically*

Prolonged, heavy bleeding after taking mifepristanea possibility based on

the mechanism of action of the drug. Mifepristongnpotes endometrial proliferation,
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leading to endometrial thickening and heavier valgbleeding. Bleeding is expected
on average for 9-16 days post-pregnancy terminafltve manufacturer describes
excessive bleeding as soaking through 2 thick padsy hour. If excessive bleeding
occurs, it could point to an incomplete abortion ather complications. In these

instances, monitoring for hypovolemic shock becomesortant.>*

When using mifepristone in the management of Cugsbymdrome patients, it
is crucial to consider the effects on the HPA aXisis treatment can lead to adrenal
insufficiency as a result of persistently elevatattisol levels. Due to this, the
cortisol levels should not serve as a monitoringapeeter. Clinically, watch for signs
of fatigue, hypoglycemia, hypotension, nausea, eakmess. If the clinician observes
these, discontinue mifepristone and administer digee steroids. Once resolved,
mifepristone may be started back at a lower dogpokilemia needs to be monitored
in these patients as well. Of note, patients raegitreatment for Cushing syndrome
are at higher risk for developing opportunisticetions such as Pneumocystis

jirovecii pneumonia>*

In general, mifepristone can prolong the QTc indénand its use merits

caution in combination with other drugs that alsolgng the QT interval.
Toxicity

Mifepristone is metabolized in the liver by CYP3A#hus, medications that
are CYP3A4 inhibitors can result in higher concatbns of mifepristone in the
patient. Also, for patients taking multiple dosefs nifepristone, for instance, in
managing hyperglycemia in Cushing syndrome, thd-lfi@l of the medication is
reported to be around 85 hours. During this tirhe, ignificant symptoms to watch

for are cardiogenic. Hypokalemia is very common tlughe effects of cortisol on

Page 35



Review of literature

unopposed mineralocorticoid receptors. To avoidi@ms with mifepristone toxicity
and side effects, the suggestion is to titratedbeages gradually. It is essential to

have follow-up and monitoring of the patient durthg dosage escalation process.

Similar studies conducted in the past

Giacalone PL et at? in 1998conducted the study with the objective to deteenthre
efficacy and safety of mifepristone for cervicgbaning in post-term pregnancies.
Women with post-term pregnancies and Bishop sctees than 6 were assigned
randomly to mifepristone (41 patients) or placed@ patients). Mifepristone was
given orally in a dose of 400 mg. Efficacy was ased by change in the Bishop score
within 48 hours after treatment; a score of 6 ceatgr was considered a “strict”
success. An “extended” success rate was defineldidimg all patients with scores of
at least 6 or those who delivered within 48 hodrsr@atment. Antenatal safety was
assessed by fetal heart rate testing before andghout labor. Neonatal safety was
assessed by Apgar score, arterial or venous pldrdfldood, and blood glucose level
during the first 48 hours. Analysis used Studeredt for continuous variables,
Kruskal-Walllis test for ordinal data, and x2 fotexgoric variables. Strict success was
achieved in 10 of 18 mifepristone patients (55%gleated for Bishop score on day 2
versus 8 of 29 placebo patients (27.5%) (P 5 .®4ended success was achieved in
33 mifepristone patients (80.5%) and 21 placebeept (50.0%) (P 5 .004). There
were no statistical differences with regard to nambf cesareans or fetal and
neonatal safety. The authors here concluded th&pvstone proved effective for
cervical ripening and reduced the time to deliveoynpared with placebo, but it did
not improve the rate of cesarean. Our study didimdude enough pregnancies to

reach conclusions about fetal or neonatal safety.
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Berkane N et af® in 2005 conducted the study with the objective to deteantime
efficacy of mifepristone for ripening the cervix daninducing labor in term
pregnancies. In a double-blind placebo-controllededfinding study, 346 women
received 50, 100, 200, 400, or 600 mg of mifepristor placebo. The main endpoint
for efficacy was the number of patients in whomolabccurred between 12 and 45
and 54 hours after treatment or who had a Bishopes6 or greater. Maternal and
fetal tolerability was also studied. No significaificacy was observed whatever the
dose of mifepristone. Mifepristone was well toledhby the mother and fetus. They
concluded that Mifepristone, at doses up to 600 aogs not induce labor within 54

hours in patients with unfavourable cervical status

McGill J et al®*in 2007 conducted the study with the objective to asdessbility of
mifepristone to prime the cervix adequately andugedlabor in pregnant women at
term; and when mifepristone alone proves insuffici¢o determine whether oral
misoprostol taken 48 h following mifepristone adisiration is effective in inducing
labor. Methods: In this prospective study 50 pregnaomen at term with an
unfavorable cervix were given 400 mg of mifeprigtaorally and allowed to return
home. If labor did not start within 48 h, the womeere admitted and induction was
continued with 5Qug of misoprostol, a prostaglandin (PG) E1 analogaiesen orally
every 4 h. The 50 controls, who were matched picigpy for parity and pregnancy
duration, underwent labor induction according te thutine administration of 3-mg
tablets of PGE2 vaginally. Results: In the studgugr, 66% of the women entered
labor spontaneously or had a sufficiently ripenedvix within 48 h of taking
mifepristone. However, there was no difference imet between prostaglandin
administration and delivery between the controlugrand the 34% of women who

required misoprostol in the study group. In thedgtgroup, the cesarean section rate
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was significantly lower among the women whose labwas induced with

mifepristone alone than among those who requiredopmnostol. There were no
differences overall in obstetric or neonatal outesnbetween the study and control
groups. So they concluded here that in this péoagle, 400 mg of mifepristone was
effective in inducing cervical changes and labolthdugh there were no adverse
effects using oral misoprostol in combination witkifepristone, labor was more
difficult to induce in the women who did not respdie mifepristone alone, and these

women had a higher operative delivery rate.

Ashtekar Archana et aP® in 2014 conducted the study with the objective to compare
the efficacy, safety and fetomaternal outcome afdgrostol as cervical ripening and
labor inducing agent versus Mifepristone and Missfwl. The study also aims to
observe the improvement in pre induction Bishop®re, proportion of patients going
in labor, to study induction—delivery interval. it randomized prospective studies
conducted on 100 women. Women were randomizedonpgA and in group B of 50
patients in each group. Group A received tab Mif#pne 200 mg orally on day 1
followed by tablet Misoprostol 25 mcg after 48 hoand continued 4 hrly till patient
went in active labor with maximum four tablets ajrdup B patients received tablet
Misoprostol 25mcg and continued 25mcg 4hrly tiltipat went in active labor. The
study demonstrated significant efficacy of tablefddristone for cervical ripening
and induction of labor as pre induction Bishop’srecwas improved. 32%patients
went into labor only with tablet Mifepristone. Theean induction-delivery interval
was 9.5 hrs in Group A and 11.78 hrs in Group Bp4fatients delivered by cesarean
section in group A but it was not associated witly differences in final neonatal
outcome in both the groups. Uterine hyper stimafatvas present in 42% patients in

group A as compared to only 20% patients in group-@&al distress was present in
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38% of patients in group A as compared to 18% pttien group B. No any
difference in final neonatal outcome was observedooth the groups. So they
concluded thatMifepristone pretreatment is more efficacious angnificantly

shortens the induction-delivery interval and it lgas dual role as a cervical ripening

and labor inducing agent.

Yelikar K et al®® in 2015 conducted the study with the objective to study shfety

and efficacy of oral mifepristone in pre-inductioervical ripening and induction of
labour in prolonged pregnancy. Method(S) This &ngle blind randomized control
trial. 100 women with prolonged pregnancy beyondwéks and Bishop score \6
were recruited, and randomly allocated into twougso Women who received Tab.
Mifepristone 200 mg orally were assigned in Studpup (n = 50) and who received
placebo orally were assigned in Control Group @0F At the end of 24 h, change in
the Bishop’s score was assessed and Tab. Misopr@Stdg was administered

intravaginally every 4 h, maximum 6 doses for indugaugmentation of labour.

Analysis regarding safety and efficacy of the dwags done with regards to maternal
and perinatal outcome. Result(S) Among 100 subjé&tigeceived mifepristone and
50 received placebo. Mean induction to delivergiwal was 1,907 + 368.4 min for
Study Group versus 2,079 + 231.6 min for Contrab@r. The improvement in mean
Bishop score was 5.0408 + 1.90 for Study Group ameghwith 3.26 + 1.15 was for
Control Group after 24 h. Mean dose of misoprostdbtudy Group was 40 + 27.2,
while the same in Control Group was 52 = 19.46.hEi@6 %) women in Study

Group and two (4 %) women in Control Group deligensmginally within 24 h

without any need of augmentation. There were 6 ¥d2cesareans and 2 (4 %)
instrumental deliveries in Study Group and 8 (16 €épareans and 5 (10 %)

instrumental deliveries in the Control Group. Theras no statistically significant
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difference in perinatal outcomes between two gro@usclusion(S) Mifepristone had
a modest effect on cervical ripening when givenh2grior to labour induction and
appearing to reduce need for misoprostol compaii#d placebo.Sharma R et af’

in 2018 conducted the study with the objective to comghesimprovement in pre-
induction Bishop’s score, proportion of patientsngan labor and induction—delivery
interval after using the Misoprostol versus Mifspone and Misoprostol as cervical
ripening and labor inducing agent. It is retrospeectomparative study conducted on
110 women. Women were randomized in group A andgraup B of 55 patients in
each group. Group A received tab Mifepristone 2@Parally on day 1 followed by
Misoprostol 25 ug after 48 hours and continued 6rlyotill maximum four tablets
and group B patients received tablet Misoprostaigzand continued 25ug 6hrly
maximum 4 doses. Women observed for improvememishog‘s score, induction-
delivery interval and requirement of subsequentdasf Misoprostol. Present study
concluded that tablet Mifepristone is an efficieatvical ripening and inducing agent
of labor as pre-induction Bishop’s score was imph\v36.4%patients went into labor
only with tablet Mifepristone. The mean inductioelidery interval was,19+12.2hrs
in Group 1 as compare to 13.1+13.0 hrs in Groudean Bishop’s score observed in
Group 1 were 2.5£1.78 and 1.67£1.25 in Group 2vds observed that there was
significant improvement in the Bishop’s score aftgving Mifepristone to the
patients; mean Bishop’s 24hrs after mifepristoneew£03+1.80. Repeated dose of
Misoprostol required in Group 1 was observed tdigéer than group 2 as shown in
table 8. Mean misoprostol doses required in growpas 2.56+1.15 as compared to
1.71+1.58 in group 2. Mifepristone with Misoprostelduce the induction delivery
interval and more potent in combination for indantiof labour as compared to

Misoprostol alone
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Dr. Shweta Sharma et a’ in 2018 conducted the study with the objective to
determine whether the combination of mifepristond misoprostol is more effective
than misoprostol alone in causing labour to beginwomen who have had
intrauterine foetal demise. The study was a pdrgheup superiority trial that was
randomized, double-blind, and placebo controllechl @dministration of 200 mg of
mifepristone or matching placebo tablets was gieehl0 pregnant women who had
previously suffered foetal mortality occurring at after 20 weeks of gestation,
according to a computer-generated random numbereseg. Women in both groups
were given misoprostol vaginally 36 to 48 hoursdafThe primary outcomes that
were examined were the induction-delivery interaat the fetal-placental delivery
rate within 24 hours of starting the first dosadgerssoprostol without any further
interventions. The success rate of a woman's bwdl significantly higher in the
group that got mifepristone in addition to misopob%71.2%) than in the group that
received just misoprostol (71.2%). When misoprostak used in conjunction with
mifepristone, the average induction-delivery ingdrwas 9.8 hours with a standard
deviation of 4.4, compared to 16.3 hours with angdsad variation of 5.7, and the
difference was statistically significant (P < 0.p0MWhen compared to using
misoprostol alone, a combination of mifepriston& amsoprostol greatly increased
the success rate of deliveries and decreasednieelietween induction and delivery

for women who had suffered foetal death.
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MATERIALS AND METHODS

Study setting: Department of OBGYN at KLES DR. PRABHAKAR KORE

CHARITABLE HOSPITAL AND MEDICAL RESEARCH CENTER, BEAGAVI

Study population: It is a hospital based randomized controlled stoolyducted on

226 women with prolonged pregnancy, cephalic prtasemn, with intact membrane
and adequate pelvis fitting in inclusion criterradavith no contraindication to vaginal
delivery without any fetomaternal high risk fact&/omen attending antenatal clinic,
who met the inclusion criteria were enrolled indstuWritten informed consent taken

from patients.

Study period: One year two months (From March 20230 April 2024)

Study design:randomized controlled trial

Sample size:
2(Za2/z+ZP)?
n=
(pl —p2|/o)?
- p2 |
d=
o

Where 1 is the mean of the first group, P2 isntlean of the second group andis
the common error variance, for 95% confidence |eXigl value is 1.96 and for 85%.
powerZ B value is 1.036. Difference in change in the biskopre between the two-
group assumed as moderate and effect size (d) agsasn0.4 and from above inputs,
sample size required is 113 subjects for each groofal sample size required is 226

(113x2=226) subjects.Larger the sample betteptbeision.
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Sampling technique: All pregnant women admitted to KLES Dr. PrabhakaK&e

Charitable hospital and medical research centelagdei satisfying the inclusion

criteria will be included in the study. Written axmed consent will be taken from all

the participants at the time of admission. Simpledom sampling will be used for

sampling.

Inclusion Criteria:

1.

Women with Ultrasonographically confirmed Singletpnegnancy of 37-42
weeks duration

Cephalic presentation

No contraindications to vaginal delivery

Post dated pregnancies

Reactive NST

Bishop score < or equal 6

Either Rh-negative pregnancies/postdatism/oligodngmsion/macrosomia/mat
diabetes/FGR/decreased fetal movements

Intact Membranes

Exclusion Criteria:

1.

2.

Previous Lower Segment Cesarean Section (LSCS).
Placenta Previa/vasa Previa

Prior significant uterine or pelvic surgeries

Malpresentation.

Associated medical disorder

(Cardiac disorders, moderate to severe anemiapsyl) asthma).
Premature Rupture of Membrane (PROM).

Mullerian or gross fetal anomalies
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9. Hypersensitivity to Prostaglandins & Mifepristone.
10.Active genital herpes
11. Patient not willing to participate

12.Cephalo Pelvic Disproportion.

Methods of data collection:
All subjects fulfilling the inclusion and exclusiamiteria were included in the
study. Informed consent was taken. Details of thses were recorded in the

prescribed format. History taking and clinical exaation was carried out.

Pregnant women of gestational age 37 weeks or nmckiding both
registered and unregistered cases at KLE'S Dr.Hdedr B Kore Charitable Hospital
and medical research center, Belagavi will be smdeand those who fulfill the

inclusion and exclusion criteria will be recruitied the study.

With the approval of the ethical committee writi@formed consent will be
taken from all the participants enrolled for thedst Patients will be classified into 2
groups by computer generated randomized systenrajedefrom statistical software

R version 4.1.2

The list of randomizations will be concealed angressed by sequentially
numbered sealed envelope just prior to interventifach number will allocate the

patient to either treatment group A or B.

Group A will receive Tab. Mifepristone 200mg orally on dayvhich is followed by
Tab. Misoprostol 25 mcg intravaginally after 24.haad continued 4 hrly till patient
goes in active labor with maximum six tablets.

Group B will receive Tab. Misoprostol 25 mcg intravaginadind continued 25 mcg

4 hrly till patient went in active labor with maxum six tablets.
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The women will be followed up till they went labowith bishop score >6 and

cervical dilatation >4cm.

Successful induction is defined as patient reachangve labor with the

dilatation of 4 cm or more (As per ACOG).

Failed induction is defined as failure to reachvactabor with the dilatation

of 4 cm or more.

Data collection procedure: Patient will be classified into 2 groups by compute
generated randomization system generated fronstitati software R version 4.1.2
The list of randomizations will be concealed andressed by sequentially numbered,
sealed envelope just prior to intervention. Eacimiper will allocate the patients

either to group A or group B

Data collection tool and Statistical analysisData was collected by using a structure
proforma. Data entered in MS excel sheet and aedlpy using SPSS 24.0 version
IBM USA. Qualitative data was expressed in termpraiportions. Quantitative data
was expressed in terms of Mean and Standard daviafissociation between two
qualitative variables was seen by using Chi squaisgher’s exact test. Comparison
of mean and SD between two groups was done by usip@ired t test to assess
whether the mean difference between groups is fgigni or not. Descriptive
statistics of each variable was presented in teondviean, standard deviation,

standard error of mean.

A p value of <0.05 was considered as statisticailynificant whereas a p value

<0.001 was considered as highly significant.
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RESULTS

Out of 4568 deliveries conducted at KLE'S Dr. Pralkdr Kore Charitable hospital
and medical research centre for a period of one fwa months, 426 participants
were screened for the study out of which total pa&icipants were recruited after
satisfying the inclusion — exclusion criteria amghdomized equally into 2 groups of
113-113 each. In the study Group A received Talfepistone 200mg orally on day
1 which is followed by Tab. Misoprostol 25 mcg anaginally after 24 hrs and
continued 4 hourly till patient goes in active lalgth maximum six tablets. Group B
received Tab. Misoprostol 25 mcg intravaginally atinued 25 mcg 4 hourly till

patient went in active labor with maximum six table

Table 1: Distribution according to age group

Group A Group B
(mife+ miso) (only miso) Total 0
No % No %
<20 15 13.3 12 10.6 27
Age group 21-30 89 78.8 91 80.5 180
0.81
31-40 9 8.0 10 8.8 19
Total 113 | 100.0 | 113 | 100.0 226
Std.
Group N Mean o t p Inference
Deviation
Group A | 113 | 24.66 3.54 0.576 Not
Age -0.56 o
GroupB | 113 | 2494 | 381 (>0.05) | Significant
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We included total 113 pregnant women in Group A 8ndut of 113 cases from
Group A, majority were from 21-30 years age growp 78.8% followed by 13.3%
from less than 20 years and 8% from 31-40 yearsgamep. Out of 113 cases from
Group B, majority were from 21-30 years age grogp 80.5% followed by 10.6%

from less than 20 years and 8.8% from 31-40 yegasgaoup.

Mean age of the cases from Group A and Group B 24a86+3.54 and 24.94+3.81
years respectively. We observed no statisticaliyificant difference between two

group with respect to age of the mothers (p>0.05).

Figure 1: Bar diagram showing Distribution according to age group
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Table 2: Distribution according to gravida status

Group A Group B
(mife+miso) (only miso) Total D
No % No %
Primigravida| 80 70.8 74 65.5 154
Gravida
status
Multigravida| 33 29.2 39 34.5 72 0.39
Total 113 100.0 113 100.0 226

70.8% of the pregnant women from Group A were mgawida as compared to
65.5% from Group B. 29.2% of the pregnant womemffédroup A were multigravida
as compared to 34.5% from Group B. This differeimcthe percentages between two

groups was statistically non-significant in ourdstifp>0.05)

Figure 2: Bar diagram showing Distribution according to gravida status
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Table 3 : Comparison of maternal gestational age Iween Group A and Group B

Std.
Group N Mean o t p Inference
Deviation
Group A
Gestational ) _ 113 | 38.82 1.23 0.782
( mife + miso)
Age at Not
-0.277 o
enrolment - significant
Group B
weeks ‘ 113 | 38.87 1.17 (>0.05)
(only miso)

Mean gestational age of the women at enrolment f@moup A and Group B was

38.82+1.23 and 38.87+1.17 weeks respectively. Wesended no statistically

significant difference between two group with redp& gestational age of the

mothers (p>0.05).

Figure 3: Bar diagram showing Comparison of maternagestational age between

Group A and Group B
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Table 4: Distribution according to BMI

Group A Group B
(mife+miso) ( only miso) Total 0
No % No %
<18.5 3 2.7 4 35 7
BMI 18.5-24.9| 101 89.4 94 83.2 195
grades | >50.209| 9 8.0 12 | 106 21 | 0.28
>30.0 0 0.0 3 2.7 3
Total 113 100.0 113 100.0 226
Group N Mean DesitSt.ion t p Inference
Group A 113 | 22.46 221 0.04
(kzll\:: 2) -2.067 Significant
Group B 113 | 23.15 2.76 (<0.05)

8% of the pregnant women from Group A were overiveand obese as compared to

13.3% from Group B. This difference in the percgetabetween two groups was

statistically non-significant in our study (p>0.05)

Mean BMI of the women from Group A and Group B w22.46+2.21 and

23.15+2.76 respectively. We observed statisticsitiyificant difference between two

group with respect to BMI (p<0.05). It means BMIsasignificantly higher in Group

B compared to Group A.
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Figure 4: Bar diagram showing Distribution according to BMI
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Table 5: Distribution according to various indications for induction of labor

Group A Group B
( mife+miso) (only miso) Total D
No % No %
Post datism 39 34.5 41 36.3 80
FGR 28 24.8 16 14.2 44
Gestational HTN 14 12.4 4 3.5 18
Oligamnios 10 8.8 32 28.3 42
Indications|  Rh negative 8 7.1 7 6.2 15
indLOcrtion Decreased Fetal 6 53 5 44 11 0.016
of labor Movements
Macrosomia 5 4.4 6 5.3 11
GDM 2 1.8 1 0.9 3
Overt DM 1 0.9 0 0.0 1
Polyhydramnios 0 0.0 1 0.9 1
113 100 113 100 226

Distribution according to risk factors revealedttbat of 113 cases from Group A,

majority were post-dated pregnancy i.e. 34.5% fo#ld by 24.8 % with fetal growth

retardation, 12.4% had gestational hypertensiofo8with Oligamnios, 7.1% were

Rh negative, 5.3% with delayed fetal movement. Gful13 cases from Group B,

majority were post-dated pregnancy

i.e.

36.3% Yodld by 28.3%

with

oligohydramnios, 14.2% with fetal growth retardati®.2 % were Rh negative and

3.5% had gestational hypertension
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Figure 5: Bar diagram showing Distribution according to indications for IOL
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Table 6: Comparison of pre induction Bishops scorbetween Group A and

Group B
Std.
Group N Mean o t p Inference
Deviation
Group A

Pre _ P . 113 | 2.03 2.09 0.003
induction (mife + misq) Highly

) -3.005 o
bishop Group B i s o <001 significant

) ) <0.
score (only miso)

Mean pre induction Bishops score from Group A amdup B was 2.03+2.09 and
2.85+2.02 weeks respectively. We observed statibficsignificant difference
between two group with respect to pre inductiorhBps score (p<0.05). It means pre

induction Bishops score was significantly higheGroup B compared to Group A.

Figure 6: Bar diagram showing Comparison of pre indiction Bishops score

between Group A and Group B
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Table 7: Comparison of numbers of misoprostol dosdsetween Group A and

Group B
Std.
Group N Mean Deviation t p Inference
CroupA | 413 | 2908 | 213 0.009
Total no. of | (Mife+miso) Highl
misoprostol -2.610 . g y
used Groun B significant
P 113 | 3.67 1.82 (<0.05)
(only miso)

Mean numbers of misoprostol in Group A and Groupd 2.98+2.13 and 3.67+1.87
respectively. We observed statistically significdifference between two group with
respect to numbers of misoprostol (p<0.05). It seaumber of doses of misoprostol

required in Group B was more as compared to Graup A

Figure 7: Bar diagram showing Comparison of numbersf misoprostol doses

between Group A and Group B
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Table 8: Distribution according to number of womenthat went into active

labour
Group A Group B
(mife+miso) (only miso)
Total p
No % No %

Went into Yes 67 59.3 63 55.8 130
active
labour 4 cm|  Ng 46 40.7 50 44.2 96 0.26

Total 113 100.0 113 100.0 226

59.3% of the pregnant women from Group A went @ttive labour as compared to
55.8% from Group B. This difference in the percgetabetween two groups was

statistically non-significant in our study (p>0.05)

Figure 8: Bar diagram showing Distribution according to number of women that

went into active labour
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Table 9: Distribution according to maternal complications (if any)

Group A Group B

(mife+ miso) (only miso)
Total p

No % No %
Maternal Tachysystole 0 0.0 0 0.0 0 --

complications
Uterine

(if any) Hypertonus 0 0.0 0 0.0 0 -

No maternal adverse outcome was observed in efttee group in our study.

Figure 9: Bar diagram showing Distribution according to maternal outcome
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Table 10: Distribution according to mode of delivey

Group A Group B
(mife+miso) (only miso) Total D

No % No %

Vaginal 58 51.3 51 45.1 109

g"?.de ol lnstrumental 5 4.4 3 2.7 8
elivery 023
LSCS 50 44.2 59 52.2 109
Total 113 100.0 113 100.0 226

51.3% of the pregnant women from Group A delivevdth vaginal delivery as
compared to 45.1 % from Group B. 4.4% of the pregiveomen from Group A
delivered with instrumental delivery as compare@ it from Group B. 44.2% of
the pregnant women from Group A underwent LSCS aslemof delivery as
compared to 52.2% from Group B. This differenceha percentages between two

groups was statistically non-significant in ourdsti{p>0.05)

Figure 10: Bar diagram showing Distribution according to mode of delivery
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Results

Table 11: Distribution according to delivery only with mifepristone

Frequency Percent
Group B
_ 112 49.6
(only miso)
Delivered only with| - Group A (NO) 08 43.4
mifepristone
Group A (YES) 16 7.1
Total 226 100.0

16 women delivered with only mifepristone in Groipe. 7.1%.

Figure 11: Bar diagram showing Distribution according to delivery only with
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Table 12: Distribution according to indications forLSCS

Group A Group B
(mife+ miso) (only miso) Total D
No % No %
Foetal 22 195 | 13 | 115 35
distress
Failed 15 133 | 30 | 265 45
induction
2nd stage
Indications|  arrest 0 0.0 2 18 2 0.031
for LSCS '
CDMR 1 0.9 0 0.0 1
CPD 3 2.7 2 1.8 5
MSL 8 7.1 10 8.8 18
severe oligo 1 0.9 2 1.8 1

44.2% of the pregnant women from Group A underni&SE€S as mode of delivery as
compared to 52.2% from Group B. In 19.5% women f@roup A had fetal distress
as indication of LSCS as compared to 11.5% fromu@rB. 13.3% women from
Group A had failed induction as indication of LS@S compared to 26.5% from
Group B. 7.1% women from Group A had meconium-g@dihquor as indication of
LSCS as compared to 8.8% from Group B. This difieeein the percentages between
two groups with respect to LSCS indications wastbatatistically significant in our

study (p<0.05).
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Figure 12: Bar diagram showing Distribution according to indications for LSCS
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Table 13: Distribution according to mode of delivey in active stage of labour

Group A Group B
(mife+miso) (only miso) Total 0
No % No %
Mode of LSCS 3 4.5 10 15.9 13
delivery in
active .
Vaginal
stage of delivery 64 95.5 53 84.1 117 | 0.061
labour
Total 67 100.0 63 100.0| 130

Mode of delivery in active stage of labour revedieat 4.5% of women from Group

A underwent LSCS as compared to 15.9% from Grou@®B5% of women from

Group A underwent normal vaginal delivery as coradato 84.1% from Group B.

This difference in the percentages between twomgauth respect to indications for

NICU admission was statistically non-significantoiar study (p>0.05).

Figure 13: Bar diagram showing Distribution according to mode of delivery in
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Table 14: Comparison of induction to delivery inteval between Group A and

Group B
Std.
Group N Mean Deviation t p Inference
GroupA | 113 | 995.06 | 589.65 0.330
Induction | (mife+miso) Not
to delivery -0.960 N
interval s 5 significant
roup 113 | 1139.27| 1480.99 (>0.05)
(only miso)

Mean induction to delivery interval in Group A a@doup B was 995.06+589.65 and

1139.27£1480.99 minutes respectively. We observiadisscally no significant

difference between two group with respect to indurcto delivery interval (p>0.05).

Fig 14: Bar diagram showing Induction to delivery nterval between both the
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Table 15: Distribution according to neonatal outcore

Group A Group B
(mife+ miso) (only miso)
Total p
No % No %
Live birth | 113 100.0 113 100.0 226
Neonatal
outcome
Still birth 0 0.0 0 0.0 0 -
Total 113 100.0 113 100.0 226

We observed no single new-born had still birthithex of the group in our study.

Figure 15: Bar diagram showing Distribution according to neonatal outcome
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Table 16: Comparison of APGAR score at 1 minute beteen Group A and

Group B
Std.
Group N Mean o t p Inference
Deviation
Group A
_ ) 113 7.02 0.46 0.578
(mife+miso)
Apgar 1 Not
_ -0.557 o
min significant
Group B
) 113 7.04 0.21 (>0.05)
(only miso)

Mean APGAR score at 1 minute from Group A and Gr&ugvas 7.02+0.46 and

7.04+0.21 respectively. We observed statisticatly significant difference between

two group with respect to APGAR score at 1 minpte0(05).

Figure 16: Bar diagram showing Comparison of APGARscore at 1 minute
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Table 17: Comparison of APGAR score at 5 minute beteen Group A and

Group B
Std.

Group N Mean Deviation t p Inference

Group A 1 413 | goo | 059 0.089

(mife + miso)
Apgar > -1.708 _Not

min significant

Group B 113 | 82 0.4 (>0.05)

(only miso)

Mean APGAR score at 5 minutes from Group A and @rBuwas 8.09+0.59 and
8.2+0.4 respectively. We observed statisticallysignificant difference between two

group with respect to APGAR score at 5 minutes (P50

Figure 17: Bar diagram showing Comparison of APGARscore at 5 minute

between Group A and Group B
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Table 18: Comparison of birth weight between GroupA and Group B

Std.
Group N Mean Deviation t p Inference
Group A 113 | 277 | 0.38 0.025
Weight | (mife+miso) -2.258
of the Significant
baby(kg)
Group B 113 | 2.89 | 041 (<0.05)
(only miso)

Mean birth weight from Group A and Group B was 2038 and 2.89+0.41

respectively. We observed statistically significdifference between two group with

birth weight (p<0.05). It means birth weight wagnsficantly higher in Group B

compared to Group A.

Figure 18: Bar diagram showing Comparison of birthweight between Group A
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Results

Table 19: Distribution according to gender of the laby

Group A Group B
(mife + miso) (only miso)
Total p

No % No %

Female 55 48.7 62 54.9 117
Sex of the
baby
Male 58 51.3 51 45.1 109 0.35

Total 113 100.0 | 113 100.0 226

48.7% of the new-borns from Group A were femaleidmlas compared to 54.9%
from Group B. 51.3% of the new-borns from Group Are&vmale babies as compared

to 45.1% from Group B.

Figure 19: Bar diagram showing Distribution according to gender of the baby
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Table 20: Distribution according to NICU admissionrate

Group A Group B
(mife +miso) (only miso)
Total p
No % No %
Yes 32 28.3 23 20.4 55
NICU
admission
No 81 71.7 90 79.6 171 0.16
Total 113 100.0 | 113 100.0 226

NICU admission rate in Group A was 28.3% as congpane20.4% from Group B.

This difference in the percentages between two ggowith respect to NICU

admission rate was statistically non-significanbim study (p>0.05).

Figure 20: Bar diagram showing Distribution according to NICU admission rate
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Table 21: Distribution according to indications for NICU admission

Group A Group B
(mife+ miso) (only miso) Total D
No % No %
Not admitted 81 71.7 90 79.6 171
Hyperbilirubinemia| 21 18.6 17 15.0 38
Hypoglycaemia 2 1.8 1 0.9 3
Renal pelviectasis| 0 0.0 1 0.9 1
Reason 0.47
Respiratory distresy 8 7.1 4 3.5 12
Severg respiratory 1 0.9 0 0.0 1
distress
113 100.0 113 100.0 226

Distribution according to indications for NICU adsmion revealed that 18.6% of
newborns from Group A had hyperbilirubinemia as pared to 15% from Group B.
7.1% newborns from Group A had respiratory dist@ssompared to 3.5 % from
Group B. 1.8% newborns from Group A had hypoglycaeas compared to 0.9%
from Group B. This difference in the percentagesvben two groups with respect to

indications for NICU admission was statistically nasignificant in our study

(p>0.05).
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Figure 21: Bar diagram showing Distribution according to indications for NICU

admission
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Table 22: Comparison of duration of hospitalisationbetween Group A and

Group B
Group N Mean S.t d i t Inference
Deviation
Duration of |~ Group A 113 | 639 | 191 0.395
hospital (mife + miso) Not
. 0.852 I
stay (in significant
days) Group B (miso) | 113 6.19 1.5 (>0.05)

Mean duration of hospitalisation from Group A ando@® B was 6.39+1.91 and

6.19+1.5 days respectively. We observed statidyicab significant difference

between two group with respect to duration of hiadigation (p>0.05).

Figure 22: Bar diagram showing Comparison of duraton of hospitalisation
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Discussion

DISCUSSION

It is a hospital based randomized controlled sttmyducted at department of
OBGYN at KLES DR. PRABHAKAR KORE CHARITABLE HOSPITA AND
MEDICAL RESEARCH CENTER, BELAGAVI . Out of 4568 deéries conducted
at KLE'S Dr. Prabhakar Kore Charitable hospital anedical research centre for a
period of one year two months, 426 participantsewsareened for the study out of
which total 226 participants were recruited aftatisfying the inclusion — exclusion

criteria and randomized equally into 2 groups @8-113 each.
Sociodemographic variables of the study groups

We included total 113 pregnant women in Group A Bn®ut of 113 cases
from Group A, majority were from 21-30 years ageuyr i.e. 78.8% followed by
13.3% from less than 20 years and 8% from 31-4@syage group. Out of 113 cases
from Group B, majority were from 21-30 years ageugr i.e. 80.5% followed by

10.6% from less than 20 years and 8.8% from 31e&@s/age group.

In the present study, mean age of the cases fraupGA and Group B was
24.66+3.54 and 24.94+3.81 years respectively. Weented no statistically

significant difference between two group with regpge age of the mothers (p>0.05).

Elliott CL et aP® studied to compare the effects of 50 mg or 200afgral
mifepristone with placebo on cervical ripening amduction of labour in primigravid
women at term with unfavourable cervices They regzbthe mean of women in
placebo group, mifepristone 50 mg and mifepristd®® mg group as 26.2+5.9,
25.8+4.5 and 25.6+3.3 years respectively with mmificant difference between the

three groups.
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Giacalone PL et &reported that there were no statistical differer{cesan 6
standard deviation [SD]) between the mifepristone placebo groups with regard to

maternal age (28.5 +4.3 and 28.3+5.0 years, reispgit

McGill J et af*conducted the study and reported the mean agetiehfsain
mifepristone group as 29 = 5.4 years whereas mege af patients in

Mifepristone/misoprostol group as 30.1 £ 6.9 years.

Yelikar K et at® used Tab. Mifepristone 200 mg orally were assignestudy
Group (n = 50) and who received placebo orally vassigned in Control Group (n =
50). Mean age of the study group 22.98 + 3.006syaad that of control group was

23 £ 2.893 years.

Sharma R et af conducted the study by randomising the casesoinpgA and
in group B of 55 patients in each group. Group Aereed tab Mifepristone+
Misoprostol and group B patients received tablesd@rostol. 58.2% of the women
from group A and 41.8% from group B were from 21y#ars age group. 25.5% of
the women from group A and 27.3% from group B wieoen 31-35 years age group.
7.3% of the women from group A and 21.8% from gr&uwere from below 20 years

age group.

Sharma R et afalso reported that mean age of the cases from Ghoapd
Group B was 24.6+3.8 and 24.7+4.6 years respeytildley observed no statistically
significant difference between two group with regpe age of the mothers (p>0.05).

These findings are consistent with the presentdindings.
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Gestational age

Mean gestational age of the women at enrolment f@oup A and Group B
was 38.82+1.23 and 38.87+£1.17 weeks respectivelg. d'served no statistically
significant difference between two group with redp& gestational age of the

mothers (p>0.05).

Berkane N et &f reported in their study that gestational age attnent
initiation was 277.2+9.8 days, with no significatifference across the groups. These

findings are consistent with our study findings.

Ashtekar Archana et Rlreported in their study that mean gestational dge o
the women at enrolment from Group A and Group B ®&42+1.3 and 37.8+1.14
weeks respectively. They observed no statisticatipificant difference between two
group with respect to gestational age of the metl{pr0.05). These findings are

consistent with the present study findings.
Obstetrics score

In the present study, 70.8% of the pregnant wormrem fGroup A were
primigravida as compared to 65.5% from Group B2%9.of the pregnant women
from Group A were multigravida as compared to 34.%#m Group B. This
difference in the percentages between two groupss statistically non-significant in

the present study (p>0.05)

In the present study, 83.2% of the pregnant wontem fGroup A were
nullipara as compared to 71.7% from Group B. 10d%he pregnant women from
Group A were primipara as compared to 18.6% frommu@rB. 6.2% of the pregnant

women from Group A were multipara as compared ®®from Group B. This
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difference in the percentages between two grouss statistically non-significant in

the present study (p>0.05)

In the present study, 15.9% of the pregnant womem fGroup A had past
history of abortion as compared to 14.2% from GrdpThis difference in the
percentages between two groups was statisticaltysignificant in the present study

(p>0.05)

In the present study, 15.9% of the pregnant womem fGroup A had living
children as compared to 28.3% from Group B. Thitedince in the percentages

between two groups was statistically significanthie present study (p<0.05)

Berkane N et af reported that two hundred one patients (58.1%) were
nulliparous, 88 (25.4%) had been delivered oncd,%h(16.5%) had been delivered

more than once.

McGill J et af*conducted the study and reported that 72% fromprig®ne

group and 72% from Mifepristone/misoprostol grougrevprimigravida.
Risk factors

Distribution according to risk factors revealedttioaut of 113 cases from
Group A, majority were post-dated pregnancy i.e5% followed by 23.9% with
fetal growth retardation, 11.5% had gestational entgmsion, 8.8% with
oligohydramnios, 7.1% were Rh negative, 5.3% welaged fetal movement. Out of
113 cases from Group B, majority were post-datedjpancy i.e. 36.3% followed by
28.3% with oligohydramnios, 13.3% with fetal growttardation, 6.2 % were Rh

negative and 3.5% had gestational hypertension.
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Berkane N et &fin their study reported the risk factors as posnta 31.5%
cases (n = 109), hypertension in 29.8% (n = 1@8al disease (small for gestational
age or macrosomia) in 26.9% (n = 93), prematuréurepof membranes in 8.7% (n =
30), and polyhydramnios or oligohydramnios in 8.@%& 29). Other indications were

recorded in 103 cases (29.8%).
Mode of delivery

In the present study, 55.8% of the pregnant womem fGroup A delivered
with normal vaginal delivery as compared to 47.8%nf Group B. 44.2% of the
pregnant women from Group A underwent LSCS as nobdielivery as compared to
52.2% from Group B. This difference in the percgetabetween two groups was

statistically non-significant in the present stidy0.05)

In the present study, 51.3% of the pregnant womem fGroup A delivered
with spontaneous normal vaginal delivery as congpéoet5.1% from Group B. 4.4%
of the pregnant women from Group A delivered witistiumental delivery as
compared to 2.7% from Group B. This difference hie percentages between two

groups was statistically non-significant in thegaet study (p>0.05)

In the present study, 44.2% of the pregnant womem iGroup A underwent
LSCS as mode of delivery as compared to 52.2% @wup B. In 19.5% women
from Group A had fetal distress as indication ofC(SSas compared to 11.5% from
Group B. 13.3% women from Group A had failed induetas indication of LSCS as
compared to 26.5% from Group B. 7.1% women fromupré had meconium-
stained liquor as indication of LSCS as compared.8% from Group B. This
difference in the percentages between two groupis meispect to LSCS indications

was found statistically significant in the presstudy (p<0.05).
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In the present study, mode of delivery in activegst of labour revealed that
4.5% of women from Group A underwent LSCS as comeghao 15.9% from Group
B. 95.5% of women from Group A underwent normalimabdelivery as compared to
84.1% from Group B. This difference in the percgetabetween two groups with
respect to indications for NICU admission was staially non-significant in the

present study (p>0.05).

Giacalone PL et #reported that 61% women from mifepristone group and
71.4% from placebo group underwent normal vagirgivdry. 17% women from
mifepristone group and 14.3% from placebo groupemnwdnt LSCS. 22% women
from mifepristone group and 14.3% from placebo grawmnderwent instrumental

vaginal delivery.

Elliott CL et af® in their study observed that cervical ripening wascessful
for 64%, 48%, and 30% of the patients treated ®@8 mg, 50 mg of mifepristone,
and placebo, respectively. This difference wadsttedlly significant for the 200 mg
group (P 5 .01, odds ratio (OR) 4.15, 95% configeinterval (Cl) 1.34, 12.84). There
was no statistically significant difference betwdba 50-mg mifepristone group and
the placebo group (P 5 .18, OR 2.36 95% CI 0.687)8.The number of patients in
spontaneous labour after 72 hours was 9 (36%)2%)3and 7 (23.33%) in the 200-

mg, 50-mg and placebo groups, respectively.

Giacalone PL et & conducted the study with the objective to deteartime
efficacy and safety of mifepristone for cervicgbemning in post-term pregnancies.
68.3% women from mifepristone group and 33.3% frplaccebo group went into
spontaneous labour with statistically significariffedlence between two groups

showing effect of mifepristone (P<0.05).
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McGill J et af* conducted the study and reported that 51.5% womam f
mifepristone only group and 11.8% from mifepristoaed misoprostol group
underwent spontaneous vaginal delivery. 24.2% wofren mifepristone only group

and 64.7% from mifepristone and misoprostol grongenwent LSCS delivery.

Sharma R et 3lreported that 81.8% of patients delivered vaginatig 18.2%
undergone caesarean section in Group A while 721@lgered vaginally and 23.6%

undergo caesarean section in Group B.

Ashtekar Archana et Rlreported in their study that In Group A, 16 patient
delivered by only T. Mifepristone out of which lieadelivered vaginally and 5 by
emergency caesarean section. In Group A, totala2emnts i.e.40% are delivered by
caesarean section and 29 i.e. 58% are deliverethalggand 1 patient required
instrumental (forceps) delivery. In Group B, 5 pats i.e. 10 % required caesarean
section and 42 (84%) delivered spontaneously végiremd 3 patients required
instrumental (2 forceps and 1 vacuum) delivery.i8cidence of caesarean section is

found more in Group A than Group B which is sigrafit.

Yelikar K. et af® in their study observed that Six women (12 %) tod$
Group and eight women (16 %) in Control Group unagt caesarean section. 4% in

Study Group and 10% in Control Group underwentumsental delivery.
Active labour progress

In the present study, 59.3% of the pregnant womem iGroup A went into
active labour as compared to 55.8% from Group Bs @tiference in the percentages

between two groups was statistically non-signifidarthe present study (p>0.05)
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McGill J et af* conducted the study and reported that 51.5% womam f
mifepristone only group and 11.8% from mifepristoaed misoprostol group
underwent spontaneous vaginal delivery. 24.2% wofren mifepristone only group

and 64.7% from mifepristone and misoprostol grongenwent LSCS delivery.

In a retrospective study, Gallot and colleagfieategorized 89 women whose
labor was induced with 200 mg of mifepristone itit@se who had onset of labor
within 48 h of mifepristone administration (51 womyeand those who did not. Most
of the latter received PGE2 vaginally, and the ltessuggest that there were
significantly more caesarean sections among themspecially when high doses of
prostaglandins were used. The findings from thegmestudy are in agreement with

these results.

In 3 previous studié$®2%!

mifepristone has been shown to be effective in
initiating spontaneous labour or successfully ripgrthe cervix in 64%, 77%, and
80.5% of women, respectively, compared with placelee dose of mifepristone
used varied from 50 mg, to 2 doses of 200 mg e2dri, to 600 mg. While 600 mg
was associated with more hyperstimulation when tpgdandins or oxytocin were
used in conjunctidtl, 50 mg was found not to be as effective as 200Imthis study,

a dose of 400 mg was used. Two reported trials i@eel a combination of vaginal

misoprostol with mifepriston&?%

In the study by Wing and coworké&ts25 g of misoprostol was administered
vaginally 24 h after administration of 200 mg offepristone or placebo. While
results showed a modest increase in the numberoohen who were delivered
vaginally within 48 h of induction (87.5% of womereated with mifepristone and

70.8% of women who received placebo [P= 0.01]),ahthors speculated that longer
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exposure to mifepristone might be required to skamificant clinical differences in

labour induction.
Maternal outcome

No maternal adverse outcome was observed in edheéhe group in the

present study.

Berkane N et &fin their study reported the maternal outcome imgeof four
serious maternal AEs occurred, comprising 3 cakageane Hypertonus (2 in the 50

mg group, 1 in the 400 mg group) and 1 case of makéradycardia (in the 600 mg

group).
Fetal outcome
Mortality as fetal outcome

We observed no single newborn or still birth inheit of the group in the

present study.
NICU admission as fetal outcome

NICU admission rate in Group A was 28.3% as congpdce20.4% from
Group B. This difference in the percentages betwwem groups with respect to

NICU admission rate was statistically non-significan the present study (p>0.05).

Distribution according to indications for NICU adssion revealed that 18.6%
of newborns from Group A had hyperbilirubinemiacaspared to 15% from Group
B. 7.1% newborns from Group A had respiratory diséras compared to 3.5 % from
Group B. 1.8% newborns from Group A had hypoglycaeas compared to 0.9%

from Group B. This difference in the percentagesvben two groups with respect to
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indications for NICU admission was statisticallynasignificant in the present study

(p>0.05).

Elliott CL et af? in their study observed that neonatal jaundice nepsrted in
seven (28%), two (8%), and two (6.7%) of the inSaot mothers who received 200
mg of mifepristone, 50 mg of mifepristone, and pla@, respectively. All of these

cases resolved spontaneously and were not condidiemecally significant.

Berkane N et afin their study reported the fetal outcome in tewhNICU
admission for the indications like hypoglycaemia2B? newborns in placebo group
vs 32% in mifepristone group. 7% newborns in placgloup experienced jaundice
vs 10% in mifepristone group. 2% newborns in phacgroup experienced jaundice

vs 3% in mifepristone group.

Ashtekar Archana et Rlreported in their study that the fetal distress was
present in 19 (38%) cases in Group A with T. Mifsfame with T. Misoprostol while
it was present in only 9(18%) cases in Group B withMisoprostol which is
statistically found to be significant. These finglnare not consistent with the present

study findings.

Yelikar K. et af® in their study observed that perinatal outcome assessed
and comparison was made between healthy baby abBwith adverse outcome
(perinatal death/NICU admission) in the Study Graeungl Control Group, it was not
found to be significant. In Study Group, out of fdaabies who were admitted to
NICU for Apgar\7 at 5 min, three babies survived ame baby died on 7th day due
to meconium aspiration syndrome. In Control Grotpy babies were admitted in

NICU for thick meconium and discharged successfully
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Birth weight

Mean birth weight from Group A and Group B was 2038 and 2.89+0.41
respectively. We observed statistically significdifterence between two group with
birth weight (p<0.05). It means birth weight wagrsficantly higher in Group B

compared to Group A.

Elliott CL et af°reported the mean birth weight from Group A and upr@®
was 2.8+0.4 and 2.92+0.65 kg respectively. Theyeolesl statistically significant
difference between two group with birth weight (@3%). These findings are

consistent with the present study findings.
APGAR score and birth asphyxia

Mean APGAR score at 1 minute from Group A and GrBuwas 7.02+0.46
and 7.04+0.21 respectively. We observed statisficab significant difference

between two group with respect to APGAR score miriute (p>0.05).

Mean APGAR score at 5 minutes from Group A and @rBuvas 8.09+0.59
and 8.2+0.4 respectively. We observed statisticadlysignificant difference between

two group with respect to APGAR score at 5 minpe£.05).

Giacalone PL et 3 reported that APGAR score of less than 7 in 7.3% of
newborns in mifepristone group as compared to pagoup with 4.3%. They also
observed statistically no significant differencevien two groups with respect to

APGAR score. These findings are consistent withpttesent study findings.

Ashtekar Archana et Blreported in their study that the incidence of birth

asphyxia was similar in both the groups. In Groupry 7 babies and in Group B
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only 6 babies had their APGAR score < 8 whereasshall babies the APGAR score

was good.
Bishops score

Mean pre induction Bishops score from Group A amdu@ B was 2.03+2.09
and 2.85+2.02 weeks respectively. We observedsstatly significant difference
between two group with respect to pre inductiorhBps score (p<0.05). It means pre

induction Bishops score was significantly higheGroup B compared to Group A.

Giacalone PL et & reported the bishops score as mean value of 6 in
mifepristone as compared to placebo group withisskzdlly significant difference

between two group (p<0.05) which is compared tgptiesent study findings.

Giacalone PL et &reported that eighteen of 41 patients in the migtqpne

group had an evaluation of the Bishop score on 2lagompared with 29 of 42

patients in the placebo group. Strict successdorical ripening was achieved for ten
mifepristone subjects compared with eight in thecpbo group (55.5% versus 27.5%,
respectively; P=.004). Spontaneous onset of labautays 1 and 2 was significantly
more frequent in patients treated with mifepristtmen with placebo. Among the 23
remaining patients from the mifepristone group véhBsshop score on day 2 was not
evaluated, seven delivered before day 1, 12 deliven day 1, and four delivered on

day 2 before evaluation of the score.

McGill J et af* conducted the study and reported that mean preciiotu
Bishops score from group receiving PGE2 and otheup with mifepristone/
misoprostol was 3.2+1.8 and 3.6+1.8 respectivelthwio difference between two

groups (p>0.05). These findings are not consistéhtthe present study findings.
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Ashtekar Archana et Blreported in their study that mean pre-induction
Bishop’s score was 4.50 in Group A. It was increasg 6.80 in 6 hrs and 8.22 after
12 hrs. The mean pre induction Bishop’s score w2 #h Group B. It was increased
by 594 in 6 hrs and 7.81 after 12 hrs. So it ignfb that Bishop’s score is
significantly improved in Group A with T. Mifeprishe with T. Misoprostol than
only with T. Misoprostol in Group B which was s#ditally significant. These

findings are consistent with the present studyifigsl.

Yelikar K. et af® in their study stated that mean pre induction Bjpshscore
for study group was 2.02 + 0.749 and for contraugr was 2.16 + 0.77 with no
difference between two groups. At the end of 24there was a significant
improvement in mean Bishop’s score in Study Grdup4082 + 1.90) compared with
Control Group (3.26 + 1.15) with statistically sifycant difference between two

groups.

Sharma R et afalso reported that 49.1% of the patients were lgaishop’s
score between 0-1 in Group A and 69.1% of the pttign combination group i.e. B
were having Bishop’s score 0-1lwhen patients weraitded. Mean Bishop’s score
observed in Group A were 2.5+1.78 and 1.67+1.2&ilaup B. They also reported
that there was significant improvement in the Bgghacore after giving Mifepristone
to the patients; mean Bishop’s 24 hours after migtpne were 4.03+1.80. These

findings are consistent with the present studyifigsl.
BMI comparison

In our study, 8% of the pregnant women from Grouwéte overweight and
obese as compared to 13.3% from Group B. This rdiffee in the percentages

between two groups was statistically non-signifidarthe present study (p>0.05)
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Mean BMI of the women from Group A and Group B w&546+2.21 and
23.15+2.76 respectively. We observed statisticsithyificant difference between two
group with respect to BMI (p<0.05). It means BMIsagignificantly higher in Group

B compared to Group A.

Yelikar K. et af® in their study stated that mean BMI for study gromas
20.08 + 1.56 and for control group was 21.03 + Oa8h no significant difference

between two groups. These findings are contratstetgresent study findings.
Induction to delivery interval

In the present study, mean induction to delivererval in Group A and
Group B was 995.06+589.65 and 1139.27+1480.99 mutespectively. We
observed statistically no significant differenceivieen two group with respect to

induction to delivery interval (p>0.05).

In the present study we found clinically signifitamprovement (though not
statistically significant) in Bishops score in gpW (T. Mifepristone with T.
Misoprostol) compare with Group B (T. Misoprostdflis suggests that tab.
Mifepristone has got dual role as cervical ripenaggnt and also as labour inducing

agent. This drug causes reduction in inductionivelst interval

Giacalone PL et ¥ reported that onset of labour in the mifepristoneug
occurred significantly faster (median [range]) tharthe placebo group (31.7 [9.5—
117.8] versus 53.9 [2.5-192.0] hours; P 5 .02).yTalso observed statistically no
significant difference between two group with regpe induction to delivery interval

(p>0.05) which is consistent with the present stiiggings.
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Ashtekar Archana et Hlreported in their study that the mean Induction—
delivery interval in Primigravidae in Group A wa®.30 hrs while in Multigravida
was 8.68 hrs. While in Primigravidae in Group B vl&s83 hrs and in multigravida
was in 9.88 hrs. The Induction Delivery intervalnultigravida is less in both the

groups than primigravidae.

They also reported that overall mean Induction kveey interval was 9.59
hrs in Group A and in Group B, it was 11.78 hrsmkians that induction delivery
interval duration is less in Group A (T. Mifeprist® with T. Misoprostol) than in
Group B with T. Misoprostol. These findings arecontrast with the present study

findings.

Yelikar K. et af® in their study stated that mean induction to @&ctphase
interval was 1,598 + 346 min in Study Group comgangth 1,763 + 210 min in
Control Group which was found to be statisticaligngicant. These findings are in

contrast with the present study findings.

Sharma R et 3freported that mean induction-delivery interval wasre in
Group A that was 19+12.2 hours as compared to 13.Dthours in Group B which
was found to be statistically significant. Thes®lfngs are in contrast with the present

study findings.
Numbers of misoprostol doses

Mean numbers of misoprostol in Group A and Groupv&s 2.98+2.13 and
3.67+1.87 respectively. We observed statisticaliyiicant difference between two
group with respect to numbers of misoprostol (pSP.& means number of doses of

misoprostol required in Group B was more as contparésroup A.
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Yelikar K. et af® in their study observed that mean dose requirerént
misoprostol in Study Group was 40 + 27.2 mcg comgawrith 52 + 19.46 mcg in

Control Group. This was found to be statisticalfyngficant.
Labour with only mifepristone
16 women delivered with only mifepristone in Groip.e. 7.1%.

Stenlund PM et & found 79.2% women went in labor without Tab.

Misoprostol,

Another study by Su H et®%lstates that 22.58% women went in labor without

Tab. Misoprostol.
J McGill et af*found 66% women went in labor without Tab. Misopohs

Elliot CL et aP® found in their conclusion that Tab. Mifepristorsekinown to

cause softening and dilatation of cervix and insegia uterine activity.

Lil L et al®® found Bishops score was higher in women inducetth Wab.

Mifepristone.
Strengths of the study

The study’s comparative design with randomized pgsoprovide a robust
evaluation on the effect of Tab Mifepristone andsdfirostol V/S Misoprostol alone
in the induction of labor. Clear inclusion and exibn criteria, comprehensive data
collection and appropriate statistical analysisagities its validity. Detailed reporting
on the side effects and consistency with the previstudies add clinical relevance.

The results are reassuring regarding labor andnfetiernal outcomes.
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Limitations of the study

The study findings couldn’t be generalized becanfsthe small sample size.
Furthermore, the research was carried out excliysateone location, thus restricting
the generalizability of the results to alternaticentexts with distinct patient
demographics and medical procedures. The most ppa® time interval
mifepristone and misoprostol administration, itseland route of administration, cost

effectiveness and patient acceptability are questio be explored.
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CONCLUSION

The present randomized controlled trial study wasied out at Department
of OBGY at KLES DR. PRABHAKAR KORE CHARITABLE HOSHAL AND
MEDICAL RESEARCH CENTER, BELAGAVI for a period ofne year two months
from March 2023 to April 2024 with the objective ttetermine the effect of
mifepristone and misoprostol VS misoprostol alomenduction of labor and also to
determine the feto-maternal outcome. Out of 4508/&ges, 426 participants were
screened and the study was conducted on 226 waittiag fn inclusion criteria and
with no contraindication to vaginal delivery withoany feto-maternal high-risk

factor. The patients were distributed in two grocgrsdomly.

GROUP A PATIENTS: It consists of 113 patients. They received Tabeltiistone.
200mg orally on day 1 which is followed by Tab. bjsostol 25 mcg intravaginally
after 24 hours and continued 4 hourly till patigoes in active labor with maximum

six tablets.

GROUP B PATIENTS: It consists of 113 patients. They received Tab.ddiestol
25 mcg intravaginally and continued 25 mcg 4 hotiypatient went in active labor
with maximum six tablets. After admission in waiditial information about the

study was given and a written informed consent taksn.

The results of the present study are summariséallagss:

Group A received Tab. Mifepristone 200mg orally on day lich is followed by

Tab. Misoprostol 25 mcg intravaginally after 24 ared continued 4 hrly till patient
goes in active labor with maximum six tableBoup B received Tab. Misoprostol
25 mcg intravaginally and continued 25 mcg 4 hillyplatient went in active labor

with maximum six tablets.
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We included total 113 pregnant women in Group A Bn®ut of 113 cases
from Group A, majority were from 21-30 years ageuyr i.e. 78.8% followed by
13.3% from less than 20 years and 8% from 31-4@syage group. Out of 113 cases
from Group B, majority were from 21-30 years ageugr i.e. 80.5% followed by

10.6% from less than 20 years and 8.8% from 31e&ds/age group.

Distribution according to risk factors revealedttlmait of 113 cases from
Group A, majority were post-dated pregnancy i.e5% followed by 23.9% with
fetal growth retardation, 11.5% had gestational enignsion, 8.8% with
oligohydramnios, 7.1% were Rh negative, 5.3% wilaged fetal movement. Out of
113 cases from Group B, majority were post-datedymancy i.e. 36.3% followed by
28.3% with oligohydramnios, 13.3% with fetal growttardation, 6.2 % were Rh

negative and 3.5% had gestational hypertension.

70.8% of the pregnant women from Group A were pymawvida as compared
to 65.5% from Group B. 29.2% of the pregnant wonieom Group A were
multigravida as compared to 34.5% from Group B sTdifference in the percentages

between two groups was statistically non-signifidarthe present study (p>0.05)

83.2% of the pregnant women from Group A were pahla as compared to
71.7% from Group B. 10.6% of the pregnant womemfféroup A were primipara as
compared to 18.6% from Group B. 6.2% of the pregmaomen from Group A were
multipara as compared to 9.7% from Group B. Thifetince in the percentages

between two groups was statistically non-signiftdarthe present study (p>0.05)

15.9% of the pregnant women from Group A had pasgbty of abortion as
compared to 14.2% from Group B. This differenceha percentages between two

groups was statistically non-significant in thegaet study (p>0.05)
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15.9% of the pregnant women from Group A had livihgdren as compared
to 28.3% from Group B. This difference in the peteges between two groups was

statistically significant in the present study (3%)

8% of the pregnant women from Group A were overiweignd obese as
compared to 13.3% from Group B. This differencdha percentages between two

groups was statistically non-significant in thegaet study (p>0.05)

59.3% of the pregnant women from Group A went iatdive labour as
compared to 55.8% from Group B. This differenceha percentages between two

groups was statistically non-significant in thegaet study (p>0.05)

55.8% of the pregnant women from Group A deliveneth normal vaginal
delivery as compared to 47.8% from Group B. 44.Z%he pregnant women from
Group A underwent LSCS as mode of delivery as coethto 52.2% from Group B.
This difference in the percentages between two pgowas statistically non-

significant in the present study (p>0.05)

51.3% of the pregnant women from Group A delivergith spontaneous
normal vaginal delivery as compared to 45.1% fromup B. 4.4% of the pregnant
women from Group A delivered with instrumental defy as compared to 2.7% from
Group B. This difference in the percentages betvi@engroups was statistically non-

significant in the present study (p>0.05)

44.2% of the pregnant women from Group A underiie®CS as mode of
delivery as compared to 52.2% from Group B. In ¥®@women from Group A had
fetal distress as indication of LSCS as compared1i®% from Group B. 13.3%
women from Group A had failed induction as indioatiof LSCS as compared to

26.5% from Group B. 7.1% women from Group A had omdéem-stained liquor as
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indication of LSCS as compared to 8.8% from GroupTRis difference in the
percentages between two groups with respect to L$G&ations was found

statistically significant in the present study (34).

No maternal adverse outcome was observed in edheéhe group in the

present study.

We observed no single newborn or still birth inheit of the group in the

present study.

48.7% of the newborns from Group A were female éslas compared to
54.9% from Group B. 51.3% of the newborns from @réuwere male babies as

compared to 45.1% from Group B.

NICU admission rate in Group A was 28.3% as conpbdee 20.4% from
Group B. This difference in the percentages betwwen groups with respect to

NICU admission rate was statistically non-significan the present study (p>0.05).

Distribution according to indications for NICU adssion revealed that 18.6%
of newborns from Group A had hyperbilirubinemiacaspared to 15% from Group
B. 7.1% newborns from Group A had respiratory distras compared to 3.5 % from
Group B. 1.8% newborns from Group A had hypoglycaeas compared to 0.9%
from Group B. This difference in the percentagesvben two groups with respect to
indications for NICU admission was statisticallynasignificant in the present study

(p>0.05).

Mode of delivery in active stage of labour revedleat 4.5% of women from
Group A underwent LSCS as compared to 15.9% froou@mB. 95.5% of women

from Group A underwent normal vaginal delivery aspared to 84.1% from Group
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B. This difference in the percentages between twogs with respect to indications

for NICU admission was statistically non-signifitam the present study (p>0.05).

Mean age of the cases from Group A and Group B ¥h66+3.54 and
24.94+3.81 years respectively. We observed nossitatily significant difference

between two group with respect to age of the metfer0.05).

Mean gestational age of the women at enrolment @oup A and Group B
was 38.82+1.23 and 38.87+1.17 weeks respectivelg. dserved no statistically
significant difference between two group with redpéo gestational age of the

mothers (p>0.05).

Mean pre induction Bishops score from Group A amdu@ B was 2.03+2.09
and 2.85+2.02 weeks respectively. We observedsstaily significant difference
between two group with respect to pre inductiorhBps score (p<0.05). It means pre

induction Bishops score was significantly higheGroup B compared to Group A.

Mean BMI of the women from Group A and Group B w46+2.21 and
23.15+2.76 respectively. We observed statisticsitiyificant difference between two
group with respect to BMI (p<0.05). It means BMIsagignificantly higher in Group

B compared to Group A.

Mean birth weight from Group A and Group B was 2038 and 2.89+0.41
respectively. We observed statistically significdifterence between two group with
birth weight (p<0.05). It means birth weight wagrsficantly higher in Group B

compared to Group A.
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Mean APGAR score at 1 minute from Group A and GrBuwas 7.02+0.46
and 7.04+0.21 respectively. We observed statigicab significant difference

between two group with respect to APGAR score miriute (p>0.05).

Mean APGAR score at 5 minutes from Group A and @rBuvas 8.09+0.59
and 8.2+0.4 respectively. We observed statistiaadlysignificant difference between

two group with respect to APGAR score at 5 mine.05).

Mean duration of hospitalisation from Group A ancb@® B was 6.39+1.91
and 6.19+1.5 days respectively. We observed statilst no significant difference

between two group with respect to duration of hiadigation (p>0.05).

Mean induction to delivery interval in Group A an@roup B was
995.06+589.65 and 1139.27+1480.99 minutes respdygtiVWe observed statistically
no significant difference between two group witlspect to induction to delivery

interval (p>0.05).

Mean numbers of misoprostol in Group A and Groupvés 2.98+2.13 and
3.67+1.87 respectively. We observed statisticaliyiicant difference between two
group with respect to numbers of misoprostol (pSR.t means number of doses of

misoprostol required in Group B was more as contparésroup A.

16 women delivered with only mifepristone in Groip.e. 7.1%.
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SUMMARY

In this present study we found clinically signifitamprovement (though not
statistically significant) in Bishops score in gpoé (Tab. Mifepristone with Tab.

Misoprostol) compare with Group B (Tab. Misopro¥ialinduction of labour.

Mode of delivery in active stage of labour revedleat 4.5% of women from
Group A underwent LSCS as compared to 15.9% froouf®B stating no significant
difference between two groups. It means Tab. Migpne with Tab. Misoprostol is

as good as Tab. Misoprostol alone in our study.

NICU admission rate in Group A was 28.3% as congpdce20.4% from
Group B. This difference in the percentages betwem groups with respect to

NICU admission rate was statistically non-significan the present study (p>0.05).

We observed statistically no significant differertoetween two group with

respect to induction to delivery interval (p>0.05).
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ANEXURE: |- INFORMED CONSENT FORM

KAHERs JNMC , BELAGAVI

“EFFECTIVENESS OF MIFEPRISTONE AND MISOPROSTOL V/S
MISOPROSTOL ALONE IN INDUCTION OF LABOR - A RANDOMI ZED

CONTROLLED TRIAL”
Name of Student/Principal Investigator: Dr.
Name of Guide/Co Investigators: Dr.
Objective:

Primary Objective - To determine the effect of mifepristone and missfwb

VS misoprostol alone in induction of labor.
Secondary Objective- To determine the fetomaternal outcome.

Introduction: Tablet Mifepristone is also called as RU (Roussdhf) - 486.1t is 19

— nor steroid with potent competitive anti-progeste and significant anti-

glucocorticoid activity. Mifepristone is used agee-treatment to prime the cervix
adequately. Mifepristone produced a modification in the cotesisy of the cervix

with a statistical improvement in cervical calitioat® Mifepristone causes blockage
of progesterone receptors and inhibits the actigityprogesterone at cellular level
with potent anti progestogenic, antiglucocorticaitt a weak anti androgenic action
and causes cervical ripening efféd¥lifepristone has minimal effects on uterine
contractility and increase the sensitivity to paggandins and convert the quiet
pregnant uterus into organ of spontaneous acthitgrious studies conducted on
induction of labor in live term pregnancies withf&pristone in doses of 200-400mg

has shown to improve cervical ripening and ratesndiiction of labor with no
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apparent maternal or fetal side effecté®Also some studies have shown that
combined Mifepristone with Misoprostol is safe, i@#nt and economical and
convenient induction agent for initiation of labtbut the caesarean section rate was
significantly lower in induction with Mifepristonelone but found more with

Mifepristone followed by tablet Misoprostd.

To increase the success of a vaginal delivery aithunfavourable cervix, several
effective cervical ripening methods can be appliet include non-pharmacological
and pharmacological optiofiscervical ripening is one of the most important éest

for successful induction of labour (IOL). Mifepiste provides an interesting new
alternative to classic uterotonics agents for |Ohlike Prostaglandins, mifepristone
has minimal effects on uterine contractility asnduces labour mainly by cervical

ripening and it is associated with lesser mateaindlfetal complications.

There is evidence, from the trials, that mifepm&taoes induce both ripening of the

cervix, and labout®

Mifepristone (RU 486) is a potent antiprogesterand antiglucorticoid weak anti-
androgen. Increases sensitivity of the uterus ¢stpglandin was also seen. It leads
to decreased induction delivery interval and lesdeses of misoprostol and
subsequently lesser side effects. The doses of pmastml and routes of

administration are highly variabté.

Explanation of procedure: Each number will allocate the patient to eitheatmeent

group A or B.

Group A will receive T. Mifepristone 200mg orally a@lay 1 which is followed by T.
Misoprostol 25 mcg intravaginally after 24 hrs aymhtinued 4 hrly till patient goes

into active labor with maximum six tablets.
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Group B will receive T. Misoprostol 25 mcg intravaajly and continued 25 mcg 4

hrly till patient went in active labor with maximusix tablets.

The women will be followed up till they went labowith bishop score >6 and

cervical dilatation >4cm.

Withdrawal from participation in the study: Participation in this study is
voluntary. You will be free to decide whether tatmapate in this study or continue
participation once enrolled. In case you decideitbdraw your participation, you are

free to do so. However, please convey the dectsidhe principal investigator.

Possible benefits from participating in the study:You will/will not have nor get
any benefits by participating in this study. Theadgathered will help the population

at large.

Possible risks from participating in the study: There are no risks involved in

participating in this study.

Privacy and confidentiality: The information collected from you will be coded, t
prevent any person from identifying you. Your idgntill never be revealed. The
data collected from you will be kept confidentiadaonly processed or aggregated

data will be used for publication.

Financial incentives: You will not receive any payment for participating this
study. Authorization for publication of aggregated data: Results obtained after
processing of the aggregated data will be publisieedscientific purposes and or

presented to scientific groups.

However, your identity will never be revealed.
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Questions:In case of any questions with regard to this stydy, are free to contact:
If you have any question or complaints with regerdour right as study participant

you may contact Dr. Harsha Hegde, Chairpersongcéitiiommittee of JINMC, 0831-

2473777 Extension 4052.

Legal rights: By signing this consent form, we are not waving afyyour legal

rights.
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CONSENT STATEMENT

I am making a voluntary decision to participate ithe study
“EFFECTIVENESS OF MIFEPRISTONE AND MISOPROSTOL VS
MISOPROSTOL ALONE IN INDUCTION OF LABOR - A

RANDOMIZED CONTROLLED TRIAL . My signature

Below indicates that | have decided to participared | have read the
information provided above or the information paed above has been read
tome in the language that | understand best. | gitgen the opportunity to ask

questions and that they have been answered to tisfastion.

Name of the participant:

Signature or left thumb impression of the partioipa

Name of the witness:

Signature or left thumb impression of the witness:

Name of the investigator:

Signature of the investigator:
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ANEXURE: [I- PROFORMA

SCREENING FORM

Screening number:

Date of screening:

1. Is Gestational Age37 weeks? YES NO
LMP -

EDD -

USG ' Trimester -

EDD Actual -

Gestational Age -

2. Inclusion Criteria -

a) Women with USG confirmed Singleton pregnancy o3 Aveeks duration

YES NO
b) Cephalic presentation YES NO
¢) No contraindications to vaginal delivery YES NO
d) Reactive CTG YES NO
e) Bishop score <6 YES NO

f) Patient meets 1 or 2 of the following criteria
I.  Rh negative pregnancy
ii. Fetal macrosomia
iii. Hypertensive disorders of pregnancy
iv. Oligohydramnios
v. Maternal diabetes

vi. Postdated pregnancy YES NO
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g) Intact membranes YES NO
h) Fetal growth restriction YES NO
Exclusion Criteria -

a) Previous Lower segment caesarean Section (LSCS: YE NO
b) Prior significant uterine or pelvic surgeries YES NO

c) Malpresentations YES NO

d) Associated disordgrenal disorders, hepaticdisorders, coagulopatkasd/o,

anemia, thyroid, epilepsy, asthma) YES NO
e) Premature rupture of membrane(PROM) YES NO
f) Gross Mullerian and Congenital Anomalies YES NO
g) Hypersensitivity to Prostaglandins & MifepristoneES NO
h) Placenta Previa,/ vasa Previa YES NO
i) Active genital herpes YES NO
j) Cephalo Pelvic Disproportion YES NO
k) Patient not willing to participate YES NO
4. |s the patient eligible for study YES NO
RANDOMIZATION FORM
Eligibility:
Is she eligible for th: YES NO
study?
Consent:
Did the women givt YES NO
consent for the study?
Enrolment:
Was the woman enrolle YES NO
in the study?
Was the woma YES NO

randomized
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If not randomized, indicate reason -

® \Withdrawal from study

® Other

Date of Randomization

(dd/mmlyyyy)

Time of Randomization

Participant Number (see sealed enveld

Investigator's name:

Signature:
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PROFORMA

IP Number:

First Name :

Middle Name :

Last Name :

Husband’s Name :

Age(Years) :

Address :

H. No - Street -

Taluka -

District -

Phone Number -

Landline (Optional) -

Registered -

Date of Admission -

Unregistered -

Date of delivery:

Time of Admission -
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History of presenting illness

1. Months of amenorrhoea:

2. Appreciating fetal movement: YES NO

3. Chief complaints

Pain abdomen YES NO
PV bleed YES NO
PV leak YES NO
Others (Specify)
Obstetric history
Married life -
Obstetric score: Gravida Para Live Abortion
LMP - EDD -
SCANS

1. Dating scan -

a) Gestational Sac -

b) Yolk Sac -

c) Cardiac activity -

d) FHS-
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e) CRL-

f) AGA -

g) CEDD -

h) Any significant pathology -

2. Anomaly Scan -

a) Single/Multiple gestation -

b) Cardiac activity -

c) Lie-

d) Placenta -

e) Liquor -

fy BPD -

g) HC-

h) AC-

i) FL-

) EFW -

k) AGA -

[) Cervical Length -

m) Any gross anomalies -
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3. Growth Scan -

a) Single/multiple gestation -

b) Cardiac activity -

c) Lie-

d) Placenta -

e) Liquor -

fy BPD -

g) HC-

h) AC -

i) FL-

) EFW -

k) AGA -

l) Doppler -

General Examination -

PR -

BP -

RR -

Temp -

Height -
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Weight -

BMI -

Pallor - YES NO
Icterus - YES NO
Edema - YES NO

Thyroid/ Breast/ Spine:

Systemic examination

CVs: Respiratory:

P/A: Uterus Size -

Relaxed - Contractions (if any, specify):

Presentation -

Engaged - Non engaged -

FHR -

CEFW -

Diagnosis:
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LABOUR DETAILS:

Cervical Dilatation

Effacement/length

Station

Consistency

Position

Total score

Uterine contractions

FHR

Intervention done

Outcome: Success/Failure:

Induction to delivery intervals (Minutes)|

Maternal outcome:

Mode of delivery:

Vaginal

LSCS

If Vaginal: Normal:

Ventouse:

Forceps:
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If emergency LSCS, then indication:

a) Fetal concerns

b) Inadequate progress of labor

C) Failed induction

d) Others (specify)

Maternal complications:

Chorioamnionitis: ~ YES NO

Postpartum metritis:  YES NO
Uterine Hypertonus - YES NO
Tachysystole - YES NO

Hospital Stay (Days):

NEWBORN OUTCOME:

Live Birth: YES NO
Still Birth: YES NO
Birth Weight:

Apgar - 1 minute

5 minute
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Cord blood PH done, if Yes then PH
Meconium at delivery-

NICU admission: YES NO
Reason for admission in NICU:
Duration of hospital stay:

Date of Discharge:
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MASTER CHART
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Gravida | Para| Abortion | Living Vagina [ LSCS| vagina Vaginal coii(:rlns progress of inLaL‘n:;ion (otgceirfs)
delivery delivery labor Specity)
1 | 1176808 | 28| 38 3 1 1 1 1 1 FGR 1 Alo|1|o 0 0 [144|50|2411| No | 2 1 2 2 difgi; 2 2 2 22| 2|2|1|2|M|25|7|9| 724 2 |notadmitted| 6 |16-03-2023| 8:30PM |18-03-2023|12:43AM| 1693 | No 6
2 | 1177048 | 20 | 40 1 1 1 1 1 1 post date 1 Al 1]1]o0 0 0 |154|54(|2277| Yes | 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|27|7]|s8 t:gn 2 |notadmitted| 4 | 17-03-2023| 8:30PM | 18-03-2023| 250 PM | 1100 | No 4
3 | 1177330 [ 20| 35 6 1 1 1 1 1 oligo 1 B| 4 |1]0 0 0 [153|58|2478 Yes | 1 2 1 2 2 2 2 2 22| 2|2|2|2|F|24]|8]|09 [a“gn 1 hy"ﬁg'i;“b' 7 |19-03-2023| 2:00AM |19-03-2023| 6:25AM | 265 |GroupB| 1
4 | 1177493 | 22| 40 3 1 1 1 1 1 post date 1 Al 1]2]o0 1 0 [16]64| 25 | Ves | 1 2 1 2 2 2 2 2 2|2|2|21|l2|m|3]|7]|s8 ta"gn 1 hypf;'i!“b' 6 |19-03-2023 10:00 PM | 20-03-2023 | 1:59PM | 959 | No 3
5 | 1181225 | 21| 39 4 1 1 1 1 1 gest htn 1 Alof1|o 0 0 [164]|62(|2305) No | 2 1 2 2 difg; 2 2 2 2|2|2|2|1|2|F|27|6|8| 73 |1 r?;rgy 8 |11-04-2023|12:00 AM | 12-04-2023 | 2:30PM | 2310 | No 6
6 | 1182264 | 25| 37 0 1 1 1 1 1 macrosomia 1 Al o221 0 1 |167]62|2223] Yes | 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|27|7]|s8 ta"gn 2 |notadmitted| 4 | 20-04-2023|12:00 AM | 21-04-2023 | 4:17PM | 2417 | No 6
7 | 1183325 | 27| 37 4 1 1 1 1 1 FGR 1 Al 3 |1|o 0 0 | 15]|52(|2311] Yes | 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|28]|7]|09 [a“lgn 2 |not admitted| 6 | 17-04-2023| 11:45 PM | 19-04-2023 | 6:30AM | 1845 | No 6
8 | 1176797 | 25 | 39 4 1 1 1 1 1 FGR 1 Alo|1|o 0 0 |153|58|24.78) Yes | 1 2 1 2 2 2 2 2 2|2|2|21|2|m|26]| 7|09 ta"f;n 2 |notadmitted| 5 |16-03-2023| 3:30PM | 17-03-2023| 7:32PM | 1682 | No 6
9 | 1176519 | 22| 37 0 1 1 1 1 1 FGR 1 B| o |1]o0 0 0 |156|56(2301] Yes | 1 2 1 2 2 2 2 2 2|2|2|2|1|2|m|26]|8]09 [a“lgn 1 hypﬁ::'q'i;“b' 12 |19-03-2023| 1:00PM |20-03-2023| 2:15AM | 795 |GroupB| 3
10 | 1185410 | 30 | 39 4 1 1 1 1 1 gest htn 1 Alof1|o 0 0 [17]|67|226]| Yes| 1 2 1 2 2 2 2 2 2|2|2|2|1|2|m|23]|5]|7 tanlf;n 2 |notadmitted| 5 |22-04-2023| 9:00PM | 23-04-2023| 8:22PM | 1402 | No 5
11 | 1184504 | 21| 39 0 1 1 1 1 1 gest htn 1 Al 3|1|o 0 0 [164]|59(21.94] No | 2 1 2 2 difgr; 2 2 2 22| 2]2|1|2|m|25]|7]|8 [a“gn 1 hymg;ycem' 9 |22:04-2023| 9:00PM |23-04-2023| 9:25AM | 745 | No 4
12 | 1185251 | 32 | 38 6 1 1 1 1 1 gest htn 1 Al o3|z 0 2 |158|52|2083| Yes | 1 2 1 2 2 2 2 2 2|2|2|21|2|m| 3|80 tanlf;n 2 |notadmitted| 4 | 26-04-2023| 10:00 PM | 26-04-2023| 11:27PM | 87 | No 1
13 | 1185207 | 23 | 38 2 1 1 1 1 1 oligo 1 Al 3 |1]o 0 0 [157|47|1907| Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|F|24]|8]09 [a“gn 2 |notadmitted| 4 | 26-04-2023| 2:00 AM | 26-04-2023| 955AM | 475 | No 2
14 | 1187346 | 20 | 40 3 1 1 1 1 1 post date 1 Alof1|o 0 0 [169]49|17.01] No | 2 1 2 2 2 2  failed 2 22 2|21|2|m|35| 7|80 | [wpebilibil oo 040003 g00PM | 28-04-2023] 1023 M| 1523 | No 6
induction taken nemia
15 | 1186029 | 23 | 37 0 1 1 1 1 1 gest htn 1 Al 2]1]o0 0 0 |16]52|2031] No | 2 1 2 2 drg; 2 2 2 22| 2)2|1|2|m|23]|7|8]|721|1 r?;rgy 8 |30-04-2023| 1:00 PM |30-04-2023 [ 11:30PM | 630 | No 3
16 | 1186463 | 25 | 40 5 1 1 1 1 1 post date 1 Al s|1|o 0 0 |166|58|21.05) Yes| 1 2 1 2 2 2 2 2 22| 2]2|1|2|F|29|6]|s8 tanlf;n 2 |notadmitted| 4 | 02-05-2023| 3:30PM | 03-05-2023| 4:41AM | 791 | Yes | 0
17 | 1180796 | 26 | 34 2 1 1 1 1 1 GDM 1 Al 2]1]o0 0 0 [157|52|211] Yes| 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|25]|6]|7 [a“gn 1 hypﬁg'i;“b' 7 | 09-04-2023|11:30 AM | 10-04-2023 | 10:40 AM | 1390 | No 4
18 | 1186525 | 25 | 40 1 1 1 1 1 1 Rh Neg 1 Al o]1|o 0 0 [166]|62|225| No | 2 1 2 2 dif;; 2 2 2 22| 2]2|1|2|F|27]|7|9]| 73 | 2 |notadmitted| 7 |03-05-2023| 8:30 PM | 04-05-2023 | 6:13AM | 583 | No 2
19 | 1188286 | 24 | 40 1 1 1 1 1 1 FGR 1 2 (1] o0 0 0 [156|58|246| No | 2 1 2 2 difgr; 2 2 2 22| 2|2|1|2|F|25|7|8]|724|1 hypﬁg'i;“b' 9 [12:05-2023| 6:15PM |12-05-2023| 853PM | 158 | No 1
20 | 1190195 | 23 | 39 6 1 1 1 1 1 gest hin 1 2 (1] 0 0 0 |148]51]2328] No | 2 1 2 2 2 2 2 MSL | 2 | 2] 2 2][1]2|M]|34] 7|8 73 | 2 |notadmitted] 6 | 20-052023] 10:30 PM | 21-05-2023 | 7:08 PM | 1238 | GroupB| 5
21 | 1190471 | 22| 40 2 1 1 1 1 1 post date 1 Al of1|o 0 0 (15860 24 | Yes| 1 2 1 2 2 2 2 2 22 2]2|1]2 34|89 tanlf;n 2 |notadmitted| 4 | 23-05-2023| 6:00PM | 24-05-2023| 4:16AM | 616 | No 2
22 | 1190611 | 23 | 38 3 1 1 1 1 1 Late FGR 1 B| o |1]o0 0 0 [146|48|225| No | 2 1 2 2 2 2  failed 2 22|2|21|2|m|26| 7|90 | [pebiliubil g 5 050023 10:00 PM | 23-05-2023 | 11:52 PM | 1552 | GroupB| 6
induction taken nemia
23 | 1190876 | 22 | 40 1 1 1 1 1 1 post date 1 B| 2 |1]o0 0 0 |156|58(|2383) No | 2 1 2 2 2 2 in;i';idon 2 22| 2]2|1|2|F|28]|7]|09 tanlf;n 2 |notadmitted| 5 | 24-05-2023|12:00 AM | 25-05-2023 | 2:47 AM | 1607 | GroupB| 6
24 | 1191086 | 19 | 40 1 1 1 1 1 1 post date 1 B| 5 |[1]1 0 1 |152|54(2337| Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|34]|7]|09 [a“gn 1, d\'::gads 7 | 24-05-2023| 10:00 PM | 25-05-2023 | 8:16 AM | 616 |GroupB| 2
25 | 1191451 | 23 | 41 1 1 1 1 1 1 post date 1 Al 2]1]o0 0 0 [159|58|2294| Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|3]|7]|s tanlf;n 1 hypsg:'q'ig“b' 5 |27-05-2023| 3:30 AM | 27-05-2023 | 11:06 AM | 456 | No 2
26 | 1191113 | 26 | 37 2 1 1 1 1 1 FGR 1 Al o221 0 1 |155|70(29.14| Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|21]|7]|8 [a“gn 1 r?;rgy 5 |27-05-2023| 7:00 PM | 28-05-2023| 6:50AM | 710 | No 3
27 | 1191430 | 27 | 39 5 1 1 1 1 1 oligo 1 Al o]z2]o 1 0 [158]52|208| Yes| 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|31]| 7|8 tanlf;n 2 |notadmitted| 6 | 27-05-2023| 6:00PM | 28-05-2023| 12:16 PM | 1096 | No 2
28 | 1191818 | 24 | 38 1 1 1 1 1 1 Late FGR 1 Al 1]1]o0 0 0 [166|57| 21 | No | 2 1 2 2 2 2 2 MSL |2 |2]2|2|1]|2|mM|23]7|7] 711 r?;rgy 9 |28-05-2023|10:00 AM | 30-05-2023 | 1:06 AM | 2346 | Yes | ©
29 | 1192944 | 23 | 39 1 1 1 1 1 1 oligo 1 B| o |1]o0 0 0 |148|52|2374| No | 2 1 2 2 2 2 ingi'cfidon 2 22| 2]2|1|2|m|28]|8]09 tanlf;n 2 |notadmitted| 5 |31-05-2023| 2:00PM | 01-06-2023| 4:56 AM | 896 | GroupB| 6
30 | 1192203 | 22| 39 0 1 1 1 1 1 gest htn 1 B| 1 |1]o0 1 0 [159]|60|237| No | 2 1 2 2 2 2 in;au‘::?on 2 22| 22|1|2|F|27|7]|s8 [a“gn 2 |not admitted| 7 | 31-05-2023|11:30 AM | 01-06-2023 | 6:14 PM | 1844 | No 6
31 | 1102753 | 24| 40 3 1 1 1 1 1 post date 1 Alo]1|o 0 0 [16]63|246| No | 2 1 2 2 dif;; 2 2 2 22| 2]2|1|2|F|28]|7]|s8 tanlf;n 2 |notadmitted| 6 |01-06-2023| 9:30 AM | 02-06-2023 | 1255AM| 925 | Yes | 0
32 | 1192876 | 24 | 39 6 1 1 1 1 1 FGR 1 Alo|1|o 0 0 [15]|55|244| No | 2 1 2 2 2 2  failed 2 22|2|21|2|F|26| 7|9l 0 | [pebiliubil g3 050003 3:00AM |01-06-2023| 6:41AM | 1661 | No 6
induction taken nemia
33 | 1192062 | 27 | 39 3 1 1 1 1 1 gest htn 1 Al 1]1]o 0 0 |145|51|24.26) No | 2 1 2 2 dif;; 2 2 2 22| 2)2|1|2|m|24]|7|8] 72|12 hypf;:'q'ig“b' 8 |02:06-2023| 8:00PM |03-06-2023[10:37 AM | 877 | No 4
34 | 1192067 | 33 | 37 2 1 1 1 1 1 gest htn 1 Alof1|o 0 0 [168|74|2622| No | 2 1 2 2 2 2 ingau"c?m 2 22| 22|1|2|F|27|7]|s8 [a“lf’én 2 |not admitted| 12 | 02-06-2023| 7:00PM | 03-06-2023 | 8:05PM | 1505 | No 6
35 | 1193106 | 26 | 39 1 1 1 1 1 1 FGR 1 Al 3 |1|o 0 0 [159|50(23.73| Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|27]|7]|s8 ta’gﬂ 2 |notadmitted| 4 | 02-06-2023| 3:30PM | 03-06-2023| 4:49PM | 1519 | Yes | 0
36 | 1193190 | 21| 40 1 1 1 1 1 1 post date 1 Al 3|1|o 0 0 [159|60| 23 | No | 2 1 2 2 2 2 2 MSL |2 |2]2|2|1]|2|mM|29]7|8]|726]1 r?;’rﬁy 9 | 03-06-2023| 12:00 AM | 05-06-2023 | 04:22AM | 3142 | GroupB| 6
37 | 1103752 | 24| 40 1 1 1 1 1 1 post date 1 Al of1|o 0 0 |154|54(|2277| Yes | 1 2 1 2 2 2 2 2 202 2]2|1|2|m|3]|7]|s8 ta’gﬂ 2 |notadmitted| 4 | 05-06-2023| 6:45PM | 06-06-2023| 7:16AM | 751 | Yes | 0
38 | 1193760 | 21| 39 3 1 1 1 1 1 gest htn 1 Alof1|o 0 0 |148|47|2146) No | 2 1 2 2 dif;; 2 2 2 22| 2]2|1|2|F|26]|7]|8 ta”lf’; 2 |not admitted| 7 | 06-06-2023| 9:00PM | 07-06-2023| 3:39AM | 399 | No 2
39 | 1194271 ] 20 |40 1 1 1 1 1 1 Rh Neg 1 Al 5 [1]o0 0 0 | 153]58|24.78] Yes | 1 2 1 2 2 2 2 2 2 2] 22|12 F|28] 7]8] 714 2 [notadmitted| 4 | 08-06-2023] 12:00 AM | 08-06-2023| 9:06 AM | 546 | Yes | O
40 | 1104463 | 23| 38 3 1 1 1 1 1 FGR 1 Al 2]1]o0 0 0 [148|52|237| Yes| 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|27|5]|5]|67|1 saégfg 0 |08-06-2023| 6:30PM |09-06-2023| 5:37AM | 667 | Yes | ©
41 | 1195044 | 20 | 39 4 1 1 1 1 1 gest htn 1 B| 4 |2]0 1 0 [159|56|226| Yes| 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|25]|7]|09 ta“lf’; 1 hypg;'i';”b' 8 [12:06-2023| 9:00AM |12-06-2023 | 11:52PM | 892 |GroupB| 2
42 | 1104804 | 23| 38 3 1 1 1 1 1 macrosomia 1 Al o3| 1 1 |159]60| 23 | No | 2 1 2 2 2 2 ingi'cffon 2 22| 2]2|1|2|m|26]|8]09 tanlf;n 2 |notadmitted| 5 | 11-06-2023| 12:30 PM | 12-06-2023| 1:30AM | 780 | No 6
43 | 1195032 | 25 | 40 0 1 1 1 1 1 Rh Neg 1 Al 2]1]o0 0 0 |168]62(|2277| Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|27]|8]|09 t;k(’; 2 |not admitted| 4 | 13-06-2023| 2:00 AM | 13-06-2023| 1:38PM | 698 | No 2
44 | 1195470 | 28 | 40 4 1 1 1 1 1 post date 1 Al 2]2|o0 1 0 |16]|50(1953) No | 2 1 2 2 dif:rZs 2 2 2 22| 2]2|1|2|m|32]7]|8]|721]| 2 |notadmitted] 6 |14-06-2023|10:00 AM | 14-06-2023 | 6:20PM | 500 | No 5
45 | 1185297 | 23| 37 2 1 1 1 1 1 oligo 1 B| 2 |2]1 0 1 |164]62| 23 | No | 2 1 2 2 2 2 2 MSL | 2 |2]2|2|1|2|F|25|7|8|724]1 hyp:;'i';”b' 9 [14-06-2023| 1:00AM |14-06-2023| 5:39PM | 999 |GroupB| 4
46 | 1195693 | 24 | 40 5 1 1 1 1 1 post date 1 B| 3 |[1]o0 0 0 [155|70(|2914| No | 2 1 2 2 dif;:s 2 2 2 22| 2]2|1|2|m|28]| 7|8 tanlf;n 2 |notadmitted| 6 | 14-06-2023| 5:00PM | 15-06-2023| 5:54AM | 774 |GroupB| 3
47 | 1195421 | 25| 38 2 1 1 1 1 1 oligo 1 Al 221 0 1 |164]62(2305| Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|25]|7]|09 [a“lf’; 2 |not admitted| 5 | 16-06-2023| 11:00 PM | 17-06-2023 | 12:25AM| 85 | No 2
48 | 1196004 | 18 | 39 0 1 1 1 1 1 Rh Neg 1 Al 2]1]o 0 0 [156|50(|2055) No | 2 1 2 2 dif;:s 2 2 2 22| 2|2|1|2|F|31]|7|8]734|1 hypﬂ'ig“b' 8 |16-06-2023 10:00 PM | 17-06-2023 | 9:13AM | 673 | No 3
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not

102 |10019658| 28 | 40 2 1 1 1 1 1 post date 1 Alo|1|o 0 0 |154|58|2446 yes | 1 2 2 2 2 2 2 2 2|22 |2|1]|2|m|28]7|9| 0 | 2 |notadmitted| 5 |[11-11-2023| 430AM |11-11-2023| 402PM | 692 | No 2
103 | 10019609| 19 | 38 3 1 1 1 1 1 FGR 1 Alo|1|o 0 0 [159|50(19.78) Yes | 1 2 2 2 2 2 2 2 22| 2|2|1|2|F|23|7]|s8 t:gn 2 |notadmitted| 5 |10-11-2023| 9:30PM | 11-11-2023| 3:45PM | 1095 | No 3
104 |10019831| 21 | 40 1 1 1 1 1 1 post date 1 Alo|1|o 0 0 |155|53|2206| yes | 1 2 2 1 2 2 2 2 2|2|2|21|2|m|28|6|6]|69 |1 r?;'rgy 14 |12-11-2023| 300 AM |13-11-2023| 4:39AM | 1539 | Yes | 0
105 | 10019374| 25 | 40 1 1 1 1 1 1 post date 1 Alof1|o 0 0 |161|57|21.99] yes | 1 2 1 2 2 2 2 2 2|2|2|2|1|2|m|36]| 7|8 tanlf;n 2 |notadmitted| 5 |09-11-2023| 6:30PM | 10-11-2023| 6:33PM | 1443 | No 3
106 | 10020214| 23 | 37 1 1 1 1 1 1 FGR 1 B| 5 |1]0 0 0 |164|56(|2082| yes | 2 1 2 2 difg; 2 2 2 2|2|2|2|1|2|F|22|7|8|732| 2 |notadmitted] 7 |15-11-2023| 1:30PM |16-11-2023| 2:14PM | 1484 | GroupB| 5
107 | 10020150| 26 | 40 1 1 1 1 1 1 post date 1 Al o221 0 1 |155|70(29.14| no | 2 1 2 2 2 2 in;i'cfidon 2 2|2|2|2|1|2|m|382]| 7|8 ta";;n 2 |notadmitted| 8 | 14-11-2023| 10:00 PM | 15-11-2023 | 8:45PM | 1365 | No 6
108 | 10021058| 23 | 40 1 1 1 1 1 1 post date 1 B| 6 2] 1 0 1 |164]62(2305] yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|F|32|7]|s8 ta"lf’én 2 |notadmitted| 5 |17-11-2023| 7:00PM | 18-11-2023| 8:27 AM | 807 |GroupB| 2
109 |10021541| 28 | 37 4 1 1 1 1 1 oligo 1 B| o |1]o0 0 0 [156|58(|2383| yes | 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|28]| 7|8 ta";;n 2 |notadmitted| 5 | 21-11-2023|10:00 AM | 22-11-2023 | 4:13AM | 1093 | GroupB| 3
110 | 10023727| 29 | 40 1 1 1 1 1 1 post date 1 B| o |3]1 1 1 |156|58|238| yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|3]|7]|s8 ta"lf’én 2 |notadmitted| 4 | 30-11-2023| 1:00 AM | 30-11-2023| 3:09PM | 849 |GroupB| 3
111 |10024492| 24 | 40 1 1 1 1 1 1 post date 1 B| 5 |1]0 0 0 [154|40(1687| No | 2 1 2 2 2 2 2 MSL | 2 |2]2|2|1]|2|m|37]|7|8]724]1 ’?;fgy 7 |03-12-2023| 3:30PM | 04-12-2023 | 11:24 AM | 1194 | GroupB| 5
112 |10025051| 22 | 40 6 1 1 1 1 1 post date 1 B| o |1]o0 0 0 [147|69(3193) no | 2 1 2 2 2 2 in;i'cfon 2 22| 2)2|1|2|M|23|7]|8]|725]| 2 |notadmitted| 7 |0512-2023| 9:00 AM | 06-12-2023 | 9:39 AM | 1479 | GroupB| 6
113 | 10025975| 33 | 39 4 1 1 1 1 1 oligo 1 B| 4 |2]1 0 1 |169|52(1821] Yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|29]| 7|8 ta";;n 2 |notadmitted| 5 |12-12-2023| 7:00 AM | 12-12-2023| 8:25PM | 805 |GroupB| 2
not hyperbilirubi . .
114 | 10026521 | 25 | 37 2 1 1 1 1 1 FGR 1 B| 3 |4]3 0 1 |158|52(2083| yes | 1 2 1 2 2 2 2 2 2|22 2|12 ml25] 7 8| 0 |1 Pt 9 [12-12-2023| 2:30PM |13-12-2023| 7:40AM | 1030 | GroupB| 3
115 | 10026286| 25 | 40 1 1 1 1 1 1 post date 1 B| 3 |2]1 0 1 |156]46(1991] yes | 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|34]| 7|8 ta";;n 2 |notadmitted| 5 |12-12-2023| 7:00AM |12-12-2023| 5:10PM | 610 |GroupB| 2
116 | 10026440| 26 | 38 1 1 1 1 1 1 oligo 1 B| 3 |[1]o0 0 0 |156|58(2383| yes | 1 2 1 2 2 2 2 2 2|2|2|2|1|2|m|383]|7]|09 ta"lf’én 2 |notadmitted| 5 | 12-12-2023|10:30 AM | 13-12-2023 | 1:27 AM | 897 |GroupB| 2
117 | 10025512| 23 | 40 1 1 1 1 1 1 post date 1 B| 2 |2]1 0 1 |155|70|29.14| No | 2 1 2 2 2 2 in;i'cfidon 2 22| 2]2|1|2|F|18| 7|8 ta";;n 2 |notadmitted| 7 | 06-12-2023| 6:30PM | 07-12-2023| 2:55 PM | 1225 | GroupB| 6
118 | 10033740| 26 | 37 1 1 1 1 1 1 oligo 1 B| 3 [3]2 0 2 |158|52(2083] No | 2 1 2 2 2 2 2 MSL | 2 |2]2|2|1]|2|m|28]7|8|734]1 r?;'rgy 10 |14-01-2024| 6:00PM | 15-01-2024| 6:52AM | 772 | GroupB| 3
119 | 10033692| 22 | 37 4 1 1 1 1 1 oligo 1 B| 4 |2]0 1 0 [164]|64|238] yes | 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|25|7]|s8 ta";;n 2 |notadmitted| 6 | 14-01-2024| 4:30 AM | 14-01-2024| 6:54PM | 864 |GroupB| 2
120 |10033431| 23 | 39 1 1 1 1 1 1 macrosomia 1 B| 3 |[1]o0 0 0 [157|74|3002| No | 2 1 2 2 2 2 in;i'ﬁon 2 22| 22|1|2|F|37|7]|s8 ta"lf’én 2 |not admitted| 7 | 12-01-2024| 10:00 PM | 13-01-2024 | 11:58 PM | 1558 | Group B| 6
121 |10033723| 31 | 39 2 1 1 1 1 1 Rh Neg 1 Al o]2]o 1 0 [154|70| 28 | No | 2 1 2 2 2 2 ingi';?on 2 22| 2]2|1|2|m|34]| 7|8 ta";;n 2 |notadmitted| 8 | 15-01-2024| 4:00PM | 15-01-2024| 5:41PM | 101 | No 6
122 | 10034088] 28 | 40 1 1 1 1 1 post date 1 A 1 0 |165]/52|191] No | 2 1 2 2 2 MSL | 2 2112 29 7 7.38 | 2 |not admitted 17-01-2024 12:00 AM | 17-01-2024| 2.00AM | 120 | _No 1
123 |10033877| 23 | 39 5 1 1 1 1 1 Rh Neg 1 B| 4 |1]0 0 0 [177]|70|2234| No | 2 1 2 2 difg; 2 2 2 202 2]2|1]2 29| 7| 8| 723 2 |notadmitted| 7 |16-01-2024| 7:30 AM | 16-01-2024| 2:43PM | 433 |GroupB| 2
124 | 10033702| 24 | 39 5 1 1 1 1 1 FGR 1 B| 5 |1]0 0 0 [159|60(2373| yes | 2 1 2 2 2 2 2 MSL | 2 |2]2|2|1|2|F|26]7]|9]728]1 hypsgz'q'ig“b' 9 |14-01-2024|10:00 AM | 14-01-2024 | 3:05PM | 305 |GroupB| 1
125 | 10033842] 38 | 40 5 1 1 1 1 1 post date 1 B| 2 |2] 1 0 1 | 1.56]56|2301] yes | 1 2 1 2 2 2 2 2 2 2] 22|12 F|26]7]8]729] 2 |notadmitted] 5 | 1501-2024] 6:00 PM | 16-01-2024| 9:01 AM | 901 | GroupB| 2
126 | 10033722| 23 | 40 1 1 1 1 1 1 post date 1 B| 5 [3]0 2 0 [154|66|278| No | 2 1 2 2 2 2 in;i'ﬁon 2 22| 2]2|1|2|m|31]| 7|8 ta"lf’én 2 |not admitted| 7 | 14-01-2024| 2:30PM | 15-01-2024 | 11:25AM | 1255 | Group B| 6
127 | 10033782] 24 | 40 1 1 1 1 1 1 post date 1 Bl 0 |1]0 0 0 | 143]42[2054] yes | 1 2 1 2 2 2 2 2 2 [ 2] 2]2]1]2 M| 28] 7]8] 725 ] 2 [notadmitted] 5 | 13-01-2024] 12:00 AM | 13-01-2024 | 2:23PM | 863 | GroupB| 2
128 |10033421| 19 | 39 4 1 1 1 1 1 FGR 1 Al o]1|o 0 0 [156|72|2914| No | 2 1 2 2 2 2 ingi'cffon 2 22| 2]2|1|2|F|28]|7]|s8 ta’gﬂ 2 |notadmitted| 8 |13-01-2024| 3:00PM | 14-01-2024| 1:30PM | 1350 | No 6
129 | 10034374] 25 | 39 1 1 1 1 1 1 Rh Neg 1 B| 5 1] 0 0 0 | 147]45]2082| yes | 1 2 1 2 2 2 2 2 2 2] 22|12 F|24]7]8]723] 2 |notadmitted] 5 | 18-01-2024] 7:30 AM | 18-01-2024| 259 PM | 449 | GroupB| 1
130 | 10034597| 26 | 38 4 1 1 1 1 1 oligo 1 B| 5 |1]0 0 0 |162|64|2286 Yes| 1 2 1 2 2 2 2 2 22| 22|1|2|m|3]|7]|s8 t;‘k"; 1 hypOg;ycem' 7 |18-01-2024| 3:00PM |18-01-2024 | 9:42PM | 402 |GroupB| 1
131 |10034279| 24 | 37 0 1 1 1 1 1 FGR 1 Alof1|o 0 0 [168|74|262| No | 2 1 2 2 2 2 ing:'c‘?on 2 22| 2]2|1|2|m|29]| 7|8 ta’gﬂ 2 |notadmitted| 7 | 18-01-2024| 5:00PM | 19-01-2024| 858 PM | 1678 | No 6
132 | 10034054] 26 | 40 3 1 1 1 1 1 post date 1 B 1 0 | 15]50]222] No | 2 1 2 2 2 2 MSL | 2 2|1 2| Fl81]7 7.38 | 2 |not admitted 16-01-2024 10:00 PM | 17-01-2024| 3:08 PM | 1028 | GroupB| 5
133 |10034821| 25 | 40 3 1 1 1 1 1 post date 1 B| 3 |2]1 0 1 |156]49(2013| Yes | 2 1 2 2 difgis 2 2 2 202 2]2|1]2 327 |8|737 |1 hyp:;'i';”b' 9 [19-01-2024| 4:00PM |19-01-2024 | 10:50 PM | 410 |GroupB| 1
134 | 10034560| 23 | 40 3 1 1 1 1 1 post date 1 B| 4 |1]o0 0 0 |151|54|2368) No | 2 1 2 2 dif;:s 2 2 2 22| 2|2|1|2|m|27|7]|8]|728]| 2 |notadmitted| 7 |19-01-2024| 2:00AM | 19-01-2024| 1:46PM | 706 | GroupB| 3
135 | 10034750| 20 | 39 5 1 1 1 1 1 Rh Neg 1 B| 5 |1]0 0 0 [149|48|2221| yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|34]| 7|8 t;k"; 2 |notadmitted| 5 | 19-01-2024| 2:30PM | 20-01-2024| 5:40AM | 910 |GroupB| 3
136 | 10035447| 27 | 38 3 1 1 1 1 1 oligo 1 B| 4 3] 1 1 1 |166|62|225] yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|F|26]|7]|s8 ta’gﬂ 2 |notadmitted| 5 |23-01-2024| 6:00 AM | 23-01-2024| 9:21PM | 921 |GroupB| 3
137 | 10035120| 21 | 38 2 1 1 1 1 1 oligo 1 B| 3 |2]o0 1 0 |152|44|1904] yes | 1 2 1 2 2 2 2 2 22| 22|1|2|m|27]|7]|09 t;‘k"; 2 |notadmitted| 6 | 21-01-2024| 4:00PM | 22-01-2024| 3:09PM | 1389 | GroupB| 4
138 | 10034238| 29 | 38 1 1 1 1 1 1 macrosomia 1 Bl o|1]o0 0 0 [154|70| 28 | No | 2 1 2 2 2 2  failed 2 202|2|21|2|m|3s|7]|8| 0| [wpebilibil o o0 010004 8:30PM | 22-01-2024 | 12:39 AM| 1689 | GroupB| 6
induction taken nemia
139 | 10034606| 30 | 40 3 1 1 1 1 1 post date 1 [A] o |a]2 1 2 |168|60|21.26| No | 2 1 2 2 difgis 2 2 2 22| 2]2|1|2|F|29]|7]|s8 t;k"; 2 |not admitted| 7 | 19-01-2024| 6:30PM | 20-01-2024| 8:38AM | 848 | No | 4
140 | 10035007| 32 | 40 4 1 1 1 1 1 post date 1 |[Aa]o|s]2 0 2 |172|68|2299] yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|F|28]|7]|s8 ta’gﬂ 2 |notadmitted| 5 |21-01-2024| 5:30 AM | 21-01-2024| 12:59PM | 449 | No 1
141 | 10035757| 28 | 38 0 1 1 1 1 1 oligo 1 B| 5 [3]2 0 2 |169]70|2451] yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|28]|7]|s8 t;k"; 2 |notadmitted| 5 | 24-01-2024| 9:00 AM | 25-01-2024 | 1254 AM| 954 |GroupB| 3
142 | 10036295| 25 | 38 2 1 1 1 1 1 oligo 1 B| 4 |1]0 0 0 |164|56|2082 yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|F|3]|7]|s ta’féﬂ 2 |notadmitted| 5 |26-01-2024| 3:30PM | 27-01-2024| 4:12AM | 762 |GroupB| 2
143 | 10036272| 26 | 39 5 1 1 1 1 1 oligo 1 B| 5 |1]0 0 0 | 1543|1921 yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|29]| 7|8 t;‘ko; 2 |not admitted| 5 | 26-01-2024|10:00 AM | 27-01-2024 | 3:09 AM | 1029 | Group B| 2
144 | 10036229| 28 | 40 2 1 1 1 1 1 post date 1 B| 5 |1]0 0 0 [157|52|211| yes | 1 2 1 2 2 2 2 2 22| 2|2|1|2|F|25|7]|s8 ta’féﬂ 2 |notadmitted| 5 | 25-01-2024| 11:00 PM | 26-01-2024| 9:30AM | 630 | GroupB| 2
145 | 10035067| 27 | 39 4 1 1 1 1 1 oligo 1 B| 5 |1]0 0 0 [148|50(2283| yes | 2 1 2 2 2 NPL 2 2 22| 2]2|1|2|m|33]|7]|s8 l;'k(’; 2 |not admitted| 7 | 24-01-2024| 4:30PM | 25-01-2024| 6:13AM | 823 |GroupB| 1
146 | 10036605| 23 | 40 5 1 1 1 1 1 post date 1 B| 5 |1]0 0 0 |164]|52|2082 yes | 1 2 1 2 2 2 2 2 22| 2]2|1|2|F|29]| 7|8 ta'l'(oe‘n 1 hypsrezli:ubl 6 |28-01-202412:00 PM | 28-01-2024 | 4:15PM | 255 |GroupB| 1
147 | 10036150| 23 | 39 5 1 1 1 1 1 FGR 1 [A]l 5 |1]o0 0 0 [158]53(|21.23| Yes| 1 2 1 2 2 2 2 2 22| 2]2|1|2|m|23]|7]|s8 l;'k(’; 2 |not admitted| 7 | 25-01-2024| 1:00PM | 25-01-2024| 517 PM | 257 | No 1
148 | 10036137| 25 | 39 0 1 1 1 1 1 oligo 1 B| 5 |2]1 0 1 |164|56|2082| Yes| 1 2 1 2 2 2 2 2 202 2]2|1|2|F|381]|7]|9 ta'l'(oe‘n 2 |notadmitted| 6 |25-01-2024| 6:00PM | 26-01-2024| 3:13AM | 553 |GroupB| 2
149 | 10036234| 26 | 39 6 1 1 1 1 1 Rh Neg 1 [A] 5 |1]o0 0 0 [166]62|225| yes | 1 2 1 2 2 2 2 2 22| 2)2|1|2|F|26]|7]|s8 t;'k(’; 2 |not admitted| 7 | 26-01-2024| 7:00PM | 27-01-2024| 6:00AM | 660 | No 2
150 | 10035563| 27 | 40 1 1 1 1 1 1 post date 1 B| 4 |1]0 0 0 |147|48|2221| No | 2 1 2 2 dif:iss 2 2 2 22| 2]2|1|2|F|381]|7]|s8 ta’féﬂ 2 |notadmitted| 8 | 23-01-2024| 12:00 PM | 24-01-2024 | 4:14AM | 974 | GroupB| 4
151 | 10035009| 23 | 38 3 1 1 1 1 1 macrosomia 1 [A]l 5 |1]o0 0 0 [172| 672265 Yes | 2 1 2 2 di‘z‘iﬁ 2 2 2 22| 2|2|1|2|F|36|7]|8]|73]| 2 |notadmitted] 9 |[24-01-2024| 1:00AM | 24-01-2024 | 10:03AM | 543 | No 1
152 | 10041467| 26 | 37 2 1 1 1 1 1 FGR 1 B| 4 |1]0 0 0 [155|56(2331| No | 2 1 2 2 dif::;'s 2 2 2 22| 2|2|1|2|F|23|7]|8]|724]| 2 |notadmitted| 7 |18-02-2024| 3:00PM |18-02-2024| 9:21PM | 381 | GroupB| 2
153 | 10042423| 26 | 40 1 1 1 1 1 1 post date 1 B| 2 |1]o0 0 0 [148|46| 21 | Yes| 1 2 1 2 2 2 2 2 22| 2)2|1|2|F|24]|7]|8 l;‘k"; 2 |not admitted| 5 | 22-02-2024|10:00 AM | 22-02-2024 | 8:15PM | 615 |GroupB| 3
154 | 10042435| 24 | 39 3 1 1 1 1 1 oligo 1 B| 3 |1]o0 0 0 [159|50(19.78 Yes | 2 1 2 2 2 2 2 e |2 |2]2|2|1]|2|F| 3|78 ta’f; 2 |notadmitted| 7 | 22-02-2024|10:00 AM | 22-02-2024 | 10:18 PM | 738 | GroupB| 2
155 | 10042291| 20 | 40 1 1 1 1 1 1 post date 1 [A]o|1]o0 0 0 | 16]|57|222]| yes | 2 1 2 2 2 2 2 mMsL |2 |2|z2|2|1]2|F|38|7|8]|73al|2|VPEBNB o 55002004 | 12:00 AM| 24-02-2024 | 6:08AM | 1808 | No 6
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nemia

07-04-2024

8:30 AM

07-04-2024

7.07PM

637

No

199

10052453

26

39

DFM

155

24.14

No

k<

2.8

7.31

not admitted

08-04-2024

12:.00 AM

08-04-2024

6:17 AM

377

Group B

200

10052604

26

37

DFM

1.56

22.19

Yes

26

not
taken

not admitted

08-04-2024

3:30PM

08-04-2024

851PM

321

201

10052620

26

post date

1.68

21.26

Yes

2

not
taken

not admitted

08-04-2024

1:00 PM

08-04-2024

11:.08 PM

202

10052539

27

37

FGR

155

55

22.89

Yes

2

23

not
taken

not admitted

08-04-2024

4.00 AM

08-04-2024

12:52PM

532

203

10048623

24

39

oligo

155

70

29.14

Yes

failed
induction

2.7

not
taken

not admitted

21-03-2024

11:00 PM

22-03-2024

11:30 PM

1470

Group B

204

10048838

24

oligo

172

21.63

Yes

2

31

not
taken

not admitted

21-03-2024

1:00 AM

21-03-2024

2:59PM

839

Group B

205

10048237

32

39

FGR

1.62

55

20.96

Yes

2

23

not
taken

hyperbilirubi
nemia

21-03-2024

12:00 PM

21-03-2024

8:37PM

517

No

206

10045992

20

37

gest htn

1.68

21.26

Yes

2

21

not
taken

not admitted

09-03-2024

11:00 PM

10-03-2024

10:24 AM

No

207

10048970

20

post date

154

56

23.61

Yes

2

2.7

not
taken

not admitted

09-03-2024

8:00 PM

10-03-2024

9:31AM

811

Group B

208

10045703

24

gest htn

15

62

25

failed
induction

2.8

not
taken

not admitted

08-03-2024

1:00 PM

09-03-2024

12:37 PM

1417

Group B

209

10045754

24

39

FGR

1.69

52

18.21

Yes

2

23

not
taken

not admitted

08-03-2024

6:00 PM

09-03-2024

4:20 AM

620

No




not

210 | 10036272 | 26 39 5 1 1 1 1 1 oligo 1 A 5 1|0 0 0 |153(53|22.64| yes 1 2 1 2 2 2 2 2 2|12 2|2(1|2|M|29|7 |8 taken 2 |not admitted| 6 26-01-2024 | 12:00 PM | 27-01-2024 | 3:09 AM | 909 No 3
" not hyperbilirubi . R
211 10036295 | 25 38 2 1 1 1 1 1 oligo 1 A 5 1 0 0 0 1.64 | 56 (20.82| yes 1 2 1 2 2 2 2 2 2 212 (2|1|2|F| 3 718 taken 1 emia 8 26-01-2024| 6:00 PM | 27-01-2024 | 4:12AM | 612 No 1
212 | 10036230 23 40 2 1 1 1 1 1 post date 1 B 0 1|0 0 0 |156|68]|262| No 2 1 2 2 2 2 in;i:;’m 2 2|12 2|2(1|2|F| 3 |7]|8 tanlgn 2 |not admitted| 7 27-01-2024| 1:30PM | 28-01-2024 | 1:27PM | 1437 [GroupB| 6
213 | 10036661 | 26 39 2 1 1 1 1 1 oligo 1 B 0 1 0 0 0 165| 52| 19.1| No 2 1 2 2 dlfs?r:s 2 2 2 2 2|1 2(2(1|2|M|27| 7|8 721 | 2 |notadmitted 7 29-01-2024 | 12:00 AM | 29-01-2024 | 10:49 AM | 649 | Group B 3
214 | 10036635 23 37 2 1 1 1 1 1 DFM 1 A 5 1|0 0 0 |168|60|21.26| Yes 1 2 1 2 2 2 2 2 2|22 |2(1|2|F|27| 7|7 tanlgn 2 |not admitted| 6 29-01-2024 | 8:00 AM | 29-01-2024 | 5:00 PM | 540 No 1
215 | 10036852 | 26 40 2 1 1 1 1 1 post date 1 B 0 1 0 0 0 1.72| 67 |22.65| No 2 1 2 2 dlfs?r:s 2 2 2 2 2| 2|2(1|2|F|23|7]|8]| 731 | 2 |notadmitted 6 29-01-2024 | 10:00 AM | 29-01-2024 | 11:38 PM | 818 |GroupB| 4
216 | 10037110 23 38 2 1 1 1 1 1 FGR 1 A 5 210 1 0 |147|50|23.14| Yes 1 2 1 2 2 2 2 2 2|12 2|2(1|2|F|25|7|8 tanlgn 2 |not admitted| 6 30-01-2024 | 5:00 AM | 31-01-2024 | 2:35PM | 2015 No 1
217 | 10036964 | 26 37 4 1 1 1 1 1 macrosomia 1 B 0 1 0 0 0 1.38 | 47 |24.68| No 2 1 2 2 2 2 inIiaL‘J:'jidon 2 2 212 (2|1|2|{M[31|7 |8 tanlfetn 2 |not admitted 6 30-01-2024 | 1:00 AM | 31-01-2024 | 1:09 AM | 1449 | Group B 6
218 [ 10036960| 32 40 1 1 1 1 1 1 post date 1 B 6 211 0 1 1.54 | 49 |20.66| yes 1 2 1 2 2 2 2 2 22| 2|2(1|2|F|36|7]|8 tanl?én 2 |not admitted| 5 30-01-2024 | 1:00 PM | 31-01-2024 | 2201 AM | 781 [GroupB| 2
219 (10037218 | 31 39 5 1 1 1 1 1 FGR 1 B 0 1 0 0 0 15| 66| 265| No 2 1 2 2 2 2 ingi:jidon 2 2 212 (2|1|2|{M|[23|7 |8 tanlfetn 2 |not admitted 6 30-01-2024 | 10:30 AM | 31-01-2024 | 10:32 AM | 1442 | Group B 6
220 | 10037730| 30 39 1 1 1 1 1 1 gest htn 1 A 4 1|0 0 0 |177|64|2043| Yes 1 2 1 2 2 2 2 2 2|22 |2(1|2|F|25|7|8 tanl?én 1 hyprﬁ:re?:]ligubl 6 02-02-2024 | 1:00 AM | 02-02-2024 | 10:14 AM | 554 No 1
221 | 10037498 | 30 37 1 1 1 1 1 1 overtDM 1 A 5 41 2 1 2 1.54 | 50 (21.08| yes 1 2 1 2 2 2 2 2 2 212 |2|1|2|F|25|7 |8 tanlfetn 2 |not admitted 6 02-02-2024 | 1:00 AM | 02-02-2024 | 10:03 AM | 543 No 1
222 (10037900| 35 38 5 1 1 1 1 1 oligo 1 B 0 3]0 2 0 |152|69]|252| No 2 1 2 2 2 2 in;?n::?on 2 2 (2|2 |2|1|2|F|26]|7|8 tanl?én 2 |not admitted| 6 02-02-2024 | 10:00 AM | 03-02-2024 | 9:56 AM | 1436 | GroupB| 6
223 | 10038170| 22 37 0 1 1 1 1 1 oligo 1 B 5 1] 0 0 0 |156|58|23.83] No 2 1 2 2 2 2 2 MSL 2 |22 [2[1]|2|F|23]|7|8] 728 | 2 |notadmitted] 5 03-02-2024 | 8:00 AM | 03-02-2024 | 5:05PM | 545 [GroupB| 3
224 110038380| 23 39 4 1 1 1 1 1 FGR 1 B 0 1] 0 0 0 |152|60]|246| No 2 1 2 2 2 2 2 MSL 2 |22 [2[1]|2|M|24]|7]|9]| 728 | 2 |notadmitted] 5 05-02-2024 | 1:00 AM | 05-02-2024 | 10:01 AM | 541 [GroupB| 3
225 |10051332| 22 38 0 1 1 1 1 1 FGR 1 A 3 1] 0 0 0 |156|51[20.96| yes 1 2 1 2 2 2 2 2 2 |22 [2[1]|2|M|27]| 7 |8] 737 | 2 |notadmitted] 6 09-04-2024 | 12:00 PM | 10-04-2024 | 5:45 AM | 1065 No 4
226 | 10052934 | 23 41 0 1 1 1 1 1 post date 1 B 0 1 0 0 0 154 | 62 |24.84| No 2 1 2 2 2 2 in:;:::?on 2 2 21 2(2|1|2|{M[32|7|8 tanlfetn 2 |not admitted 6 11-04-2024 | 11:00 PM | 13-04-2024 | 12:05 AM | 1505 | Group B 6




